
 
 

    
   

 
 

  
    

  
 

 

   
 

 
   
  

 
 

  
 
 

    
 

    
     

      
 

 
 

    
 

 
 

  
 

  
     

   
 

 
   

     
     

    
    

 
   

  
    

  
 


 

 

 


 

 


 

 


 

 

 
 


 

 

California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 
Phone (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

COMMUNICATION AND PUBLIC EDUCATION COMMITTEE 

Victor Law, R.Ph., Chair
 
Debbie Veale, R.Ph., Vice Chair
 

Ryan Brooks, Public Member
 

1. Call to Order and Establishment of Quorum 

2. Public Comment for Items Not on the Agenda, Matters for Future Meetings 

The committee may not discuss or take action on any matter raised during the public
 
comment section that is not included on this agenda, except to decide to place the
 
matter on the agenda of a future meeting. (Government Code Sections 11125 &
 
11125.7(a))
 

3. Update and Discussion on the Development of a Revised Patient Consultation Survey 
Questionnaire
 

Attachment 1
 

a. Review and Discussion of Similarly Conducted Surveys on Patient Consultations 

At the October 2015 Board Meeting, President Gutierrez asked the committee to 
develop a broader survey for licensees about patient consultation. At the July 2016 
Board Meeting, the board directed staff to research previously conducted patient 
consultation surveys. 

Board staff contacted the Institute for Safe Medication Practices (ISMP) and the 
National Council on Patient Information and Education (NCPIE). A review of the 
information provided by ISMP and NCPIE revealed the following information from 
studies that may be helpful to the committee.  Copies of the information about the 
studies may be found in Attachment 1. 

• Pharmaceutical Consultation in UAE Community Pharmacies, N. M. Hamoudi, 
A. A. Shirwaikar, H. S. Ali, and E. I. Al Ayoubi, Indian J Pharm Sci. 2011 Jul-Aug; 
73(4): 404–408 – Provides sample questions on pharmacists’ opinions on 
patient counseling and the use of consumer product information (CPI) and 
patient information leaflet (PIL). 
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o	 Patient counseling and giving out CPI/PIL is my professional 
responsibility. 

o	 PIL and CPIs will ease my counseling tasks. 
o	 Patient counseling and giving out CPI to customers will enhance my 

financial costs. 
o	 I should get paid for counseling and giving out PILs. 
o	 Counseling and information leaflets have no role in my practice. 
o	 Counseling will increase my dispensing workload and thus I need 

extra staff. 
o	 Patient counseling and giving out CPI/PIL is the responsibility of the 

prescriber. 
o	 Customers will experience medication side effects when I give out 

CPI. 
o	 Patient counseling will improve my sales and reputation of my 

pharmacy. 
o	 For effective counseling act, I need training. 
o	 Customers do not show any interest toward counseling or PIL. 
o	 Patient counseling and information leaflets contain more information 

which contradicts with the prescriber’s information. 
•	 Counselling Practices in Community Pharmacies in Riyadh, Saudi Arabia: 

A Cross-Sectional Study, Sinaa Alaqeel and Norah O. Abanmy, Alaqeel and 
Abanmy BMC Health Services Research (2015) 15:557 – Provides statements 
from pharmacists regarding barriers to counseling. 

o	 Pharmacists have limited drug resources. 
o	 Pharmacists are too busy. 
o	 Pharmacists do not have the patient history. 
o	 Pharmacists lack confidence in their knowledge. 

•	 Attitude of Community Pharmacists towards Patient Counseling In Saudi 
Arabia, The Internet Journal of Pharmacology. 2010 Volume 9, Number 2 – 
Provides several topics of interest. 

o	 Pharmacists’ attitudes to items about the professional responsibilities 
of the community pharmacist. 
 The pharmacist should counsel patient about prescribed 

medication. 
 The community pharmacist should counsel patients about OTC 

medication. 
 The community pharmacist should keep up-to-date 

knowledge of current drug information. 
 The community pharmacist should attend continuing 

education regularly. 
 The community pharmacist should have good working 

relationships with health care providers. 
 The community pharmacist should be committed with the 

rules and regulation governing the practice of pharmacy. 
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o Pharmacists’ attitudes towards items about reasons for deciding to 
counsel. 
 Medications are more likely to be taken as they should be 

taken. 
 With regular customers, I know enough about them to be able 

to counsel effectively. 
 I am a respected member of community and expected to give 

advice. 
 Counseling improves patient compliance. 
 Counseling improves patient/pharmacist relationship. 
 Counseling brings more people into the pharmacy. 
 Counseling increases provisional relationships. 
 Customers appreciate extra care and interest I show in them. 
 Counseling enables me to become an active member of the 

health care team. 
 Counseling may prevent the patient from experiencing an 

adverse drug effect. 
 Counseling reduces drug wastage. 
 Counseling increases sales. 
 Counseling increases job satisfaction. 
 Counseling improves my knowledge and practicing ability. 

o	 Pharmacists’ attitudes towards items about reasons against deciding 
to counsel. 
 I should not counsel without adequate medical history. 
 People do not respect the advice of a pharmacist. 
 I am too busy. 
 I am not paid for counseling. 
 I do not like talking to consumers. 
 Counseling does not lead to a significant improvement in 

health care. 
 Counseling may not be necessary. 
 Counseling is not my responsibility beyond but should be 

performed by the doctor. 
 Counseling increases professional responsibility beyond which 

I am prepared to accept. 
 I lack confidence in my knowledge. 
 There is a lack of feedback from people. 
 Customers do not perceive the benefit. 
 I do not know enough about drugs and their effects. 
 I do not know how to approach people. 
 I am worried about contradicting doctors. 

•	 A comparison of patients’ and pharmacists’ satisfaction with medication 
counseling provided by community pharmacies:  a cross-sectional survey, 
Yang et al. BMC Health Services Research (2016) 16:131 – Provides 
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statements for reasons why community pharmacists’ perceive barriers to 
patient consultation. 

o	 Pharmacists’ lack of time. 
o	 Patient’s lack of time. 
o	 Low level of patient demand and expectation. 
o	 Lack of educational programs. 
o	 Lack of communication skills. 
o	 Lack of patients’ information. 
o	 Lack of continuing education for counseling. 

•	 Risk-Informed Interventions in Community Pharmacy:  Implementation and 
Evaluation, Cohen, Michael R. and Judy L. Smetzer, Institute for Safe 
Medication Practices, September 14, 2009. 

b.	 Review and Discussion of the Department of Consumer Affairs Developed Patient 
Consultation Survey 

At the May 2016 Communication and Public Education Committee Meeting, Division 
of Program & Policy Review Chief Tracy Montez, Ph.D., of the Department of 
Consumer Affairs addressed the committee and her office’s ability to develop the 
patient consultation survey for the board’s licensees.  During the meeting, the 
committee provided basic parameters to Dr. Montez regarding the survey including: 
intent, privacy for participants, and addressing various practice settings that must be 
addressed. 

The committee directed board staff to work with Dr. Montez’s team and develop the 
agreement for the completion of the survey. The committee directed board staff to 
work with Dr. Montez’s team on the development, administration and completion of 
the survey. The committee agreed to a target date of September 2016 for the 
committee to review the survey at the next Communication and Public Education 
Committee meeting. 

At the July 2016 board meeting, the board directed staff to review the proposal 
submitted by the Department of Consumer Affairs. Board staff is scheduled to meet 
with Dr. Montez and her team in the beginning of September 2016.  An update will 
be provided at this committee meeting. 

4.	 Update and Discussion on the Final Rule Implementing Section 1557 of the Affordable 
Care Act (ACA) Regarding Nondiscrimination in Health Programs and Activities, 
Specifically Including its Impact on Pharmacy Translations and Interpretations 

Attachment 2 

a.	 Overview and Summary 
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A new rule issued by the U.S. Department of Health and Human Services requires 
pharmacies to provide “meaningful access” to customers with limited English 
proficiency – including posting taglines written in at least 15 languages advising the 
public that interpreter and translation services are available free of charge. 

The regulation implements Section 1557 of the Affordable Care Act, which forbids 
discrimination in health care on the basis of race, color, national origin, age, 
disability and sex. The rule went into effect on July 18, 2016. 

At this meeting, the committee will have the opportunity to discuss the new rule 
issued by the U.S. Department of Health and Human Services. A copy of the board’s 
draft newsletter article on this requirement, the APHA summary documents and 
Federal Rule itself are included in Attachment 2. 

b.	 Board Statutes and Regulations Impacted 

A cursory review indicates the following statutes and regulations may be impacted 
by the new federal rule. 

Business and Professions Code Sections: 
•	 4076 – Prescription Container – Requirements for Labeling 
•	 4076.5 – Standardized, Patient-Centered Prescription Labels; Requirements 
•	 4076.6 – Dispenser Shall Provide Translated Directions for Use Printed on 

Container Label or Supplemental Document Upon Request; Dispenser 
Responsible for Accuracy of Translation; Veterinarian Excepted 

•	 4122 – Required Notice at Availability of Prescription Price Information, 
General Product Availability, Pharmacy Services; Providing Drug Price 
Information; Limitations on Price Information 

16 California Code of Regulations Sections: 
•	 1707.5 – Patient-Centered Labels for Prescription Drug Containers; 

Requirements 
•	 1707.6 – Notice to Consumers 

At this meeting, the committee will have the opportunity to discuss the implication 
of the new federal rule as well as possible statutory and regulatory options to ensure 
California law is in line with federal law. A copy of the above-named statutes and 
regulations are included in Attachment 2. 
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c.	 Development of Prescription Label Translations of Directions for Use Pursuant to 
Business and Professions Code section 4076.6 

Assembly Bill 1073 was approved by the Governor on October 11, 2015. The bill 
requires a pharmacist to use professional judgment to provide a patient with 
directions for use of a prescription, consistent with the prescriber’s instructions. 

The far broader provisions in the Affordable Care Act (ACA) now preempt the 
board’s planned activities in this area.  The below summary updates the committee 
on staff’s work to implement AB 1073.  Part of these activities should be focused on 
the broader provisions for translations and interpretations. 

AB 1073 also requires a prescriber to provide translated directions for use, if 
requested, and authorizes the dispenser to use the translations made available on 
the board’s website to comply with the requirement. Dispensers are not required to 
provide translated directions for use beyond what the board has made available. 
However, the bill does authorize a dispenser to provide his or her own translated 
directions for use to comply with the requirement. Veterinarians are exempt from 
the requirement to provide translated directions for use. The provisions of the bill 
went into effect on January 1, 2016. A copy of the chaptered bill is included in 
Attachment 2. 

At the January 2016 Communication and Public Education Committee Meeting, the 
committee directed board staff to develop a communication plan and provide an 
update to the committee. The committee directed board staff to release a public 
service announcement about the change in law immediately. The public service 
announcement was released on February 10, 2016. The release was translated into 
Chinese, Korean, Vietnamese, Russian and Spanish. Overall the release was sent to 
over 800 media outlets as indicated below: 

• 499 media outlets received the English and translated press releases 
• 272 media outlets received the Spanish translated press release 
• 33 media outlets received the Chinese translated press release 
• 17 media outlets received the Vietnamese translated press release 
• 12 media outlets received the Korean translated press release 
• 3 media outlets received the Russian translated press release 

As part of the Communication Plan – Phase I, the information from the press release 
information was added to the board’s website as a new topic on the homepage. 
Additionally, board staff contacted the Department of Consumer Affairs’ (DCA) 
Public Affairs Office for assistance in disseminating the message through DCA’s 
website, Facebook and Twitter account. The board wrote a newsletter article for 
the Spring 2016 edition of the board’s newsletter, The Script. 
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A copy of the board’s web page, translated press releases, DCA’s webpage search 
function showing “label translations,” DCA’s Facebook post, DCA’s Tweet, and the 
board’s newsletter article are included in Attachment 2. 

At the May 2016 committee meeting, the committee directed staff to move forward 
with the second part of the Communication Plan – Phase II.  Board staff continue to 
work with California Pan-Ethnic Health Network (CPEHN) to develop the flyer/fact 
sheet to dissemination information regarding the availability of written translations 
as part of a specific Did You Know? Campaign: 

•	 Flyer/Fact Sheet Development – Develop in concert with the Department 
of Consumer Affairs’ Office of Publications, Design and Editing identifying 
fact sheet and tag line materials translated into the five languages 
identified in the law and post Flyers/Fact sheets on the board’s website. 

•	 Follow Up Press Release – Reiterate the message through a follow up 
Press Release with Flyer/Fact Sheet directed to audiences of the five 
languages identified in the law. 

The committee also discussed developing draft language for regulations requiring 
pharmacies to post information for consumers regarding the availability of written 
translations. At this meeting, the committee will have opportunity to discuss future 
public education activities in relation to AB 1073 considering the impact of the new 
federal rule. 

5.	 Update and Discussion on Development of FAQs Received From 
ask.inspector@dca.ca.gov 

Currently, the board has available to its licensees and the public the option to call and 
ask general questions to one of the board’s pharmacist inspectors. This service is 
available Tuesdays and Thursdays from 8:00 am to 4:30 pm.  In addition, licensees may 
submit an email request to a pharmacist inspector at ask.inspector@dca.ca.gov.  Emails 
are responded to during business days. To ensure that all licensees receive the benefits 
of service, the board is developing an FAQ to be posted on the board’s web site 
concerning the most frequent questions and issues. 

While the questions and answers are not intended as, nor should they be construed to 
be legal advice, the information is intended to provide guidance to the reader on 
relevant legal sections that should be considered when using professional judgment to 
determine an appropriate course of action. Should a licensee require legal advice or 
detailed research, the licensee is encouraged to contact an attorney or other source. 

Board staff has drafted an initial collection of FAQs that are under review from the 
board’s legal counsel.  An update will be provided at the meeting. 
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6.	 Discussion and Consideration of Naloxone-Related Matters 
Attachment 3 

a.	 Communication to the California Healing Art Boards Regarding Naloxone 

At previous committee meetings, committee members have expressed interested in 
reaching to out to California healing arts boards regarding naloxone access, 
regulation and protocol. 

Board staff drafted an article about pharmacists and naloxone to be shared with the 
other California Healing Arts Boards.  The article will be provided to the other 
California Healing Arts Boards with a cover letter from California State Board of 
Pharmacy Executive Officer Virginia Herold. A copy of the article is included in 
Attachment 3. An update will be provided at the meeting. 

b.	 Naloxone FAQs 

At previous committee meetings, committee members have expressed the need for 
a naloxone FAQ.  Board staff drafted naloxone FAQs that are currently under Legal 
review.  An update will be provided at the meeting. 

c.	 SB 833 (Committee on Budget and Fiscal Review, Health, Chapter 30, Statutes of 
2016) 

SB 833 (Committee on Budget and Fiscal Review, Health, Chapter 30, Statutes of 
2016) requires the State Department of Public Health, subject to an appropriation 
for this purpose in the Budget Act of 2016, to award funding to local health 
departments, local government agencies, or on a competitive basis to community-
based organizations, regional opioid prevention coalitions, or both, to support or 
establish programs that provide Naloxone to first responders and to at-risk opioid 
users through programs that serve at-risk drug users, including, but not limited to, 
syringe exchange and disposal programs, homeless programs, and substance use 
disorder treatment providers. There is approximately $3 million available from this 
law. A copy of this chaptered bill is included in Attachment 3. 

d.	 Discussion on Federal Legislation:  US S. 524 – Comprehensive Addiction and 
Recovery Act of 2016 

On July 22, 2016, President Obama signed into law US S. 524 known as the 
Comprehensive Addiction and Recovery Act (CARA) of 2016 in an effort combat the 
national epidemic of prescription opioid abuse and heroin use.  A copy of the 
enacted law is included in Attachment 3. 
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i. Lali’s Law 

According to Congressman Bob Dold’s website, Lali's Law was passed by the 
House by a vote of 415 to 4 on May 12, 2016, and the bill was signed into law 
as part of the Comprehensive Addiction and Recovery Act of 2016 on July 22, 
2016. A copy of the press release is included in Attachment 3. 

Lali’s Law will increase access to naloxone throughout the United States. The 
bill is named in memory of Alex Laliberte, a Buffalo Grove, Ill. resident and 
Stevenson High School graduate, who passed away seven years ago from a 
drug overdose. 

Lali’s Law creates a competitive grant program that will help states increase 
access to naloxone. The primary purpose of the grant is to fund state programs 
that allow pharmacists to distribute naloxone without a prescription. Many 
states use these programs to allow local law enforcement officers to carry and 
use naloxone. 

ii. Provisions regarding Partial Fills for Schedule II 

As one of the many provisions of the Comprehensive Addiction and Recovery 
Act of 2016, the CARA provides for partial fills of Schedule II Controlled 
Substances as outlined below: 

SEC. 702. PARTIAL FILLS OF SCHEDULE ll CONTROLLED SUBSTANCES. 

(a) IN GENERAL.-Section 309 of the Controlled Substances Act (21 U.S.C. 829) 
is amended by adding at the end the following: 

"(f) PARTIAL FILLS OF SCHEDULE II CONTROLLED SURSTANCES.
 
"(1) PARTIAL FILLS.-A prescription for a controlled substance in
 
Schedule II may be partially filled if-

"(A) it is not prohibited by State law; 
"(B) the prescription is written and filled in accordance with this 
title, regulations prescribed by the Attorney General, and State 
law; 
"(C) the partial fill is requested by the patient or the practitioner 
that wrote the prescription; and 
"(D) the total quantity dispensed in all partial fillings does not 
exceed the total quantity prescribed. 

"(2) REMAINING PORTIONS.-
"(A) IN GENERAL.-Except as provided in subparagraph (B), 
remaining portions of a partially filled prescription for a 
controlled substance in Schedule II 
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"(i) may be filled; and 
"(ii) shall be filled not later than 30 days after the date 
on which the prescription is written. 

"(B) EMERGENCY SITUATIONS.-In emergency situations, as 
described in subsection (a), the remaining portions of a partially 
filled prescription for a controlled substance in Schedule II-

"(i) may be filled; and 
"(ii) shall be filled not later than 72 hours after the 

prescription is issued. 
"(3) CURRENTLY LAWFUL PARTIAL FILLS.-Notwithstanding paragraph (1) 
or (2), in any circumstance in which, as of the day before the date of 
enactment of this subsection, a prescription for a controlled substance 
in schedule II may be lawfully partially filled, the Attorney General may 
allow such a prescription to be partially filled.". 

(b) RULE OF CONSTRUCTION.-Nothing in this section shall be construed to 
affect the authority of the Attorney General to allow a prescription for a 
controlled substance in schedule III, IV, or V of section 202(c) of the Controlled 
Substances Act (21 U.S.C. 812(c)) to be partially filled. 

Section 702 (f)(2)(A)(ii) conflicts with California law that is 6 months or 30 days once 
partially dispensed. 

7.	 Discussion on the Development of FAQs for SB 493 Related Items 

Senate Bill 493 (c. 469, Hernandez) was enacted in 2013 and established a new license 
for an Advanced Practice Pharmacist (APP).  The board is currently promulgating 
regulations to specify certification program requirements, and other requirements. 
There were two rulemakings.  One was approved by the Office of Administrative Law 
(OAL).  The other was disapproved and returned to the board for modification. 

At the April 2016 board meeting, the board requested that the Communication and 
Public Education Committee coordinate the development of a Frequently Asked 
Questions (FAQs) for SB 493 related items. Board staff drafted SB 493 FAQs that are 
currently under legal review.  An update will be provided at the meeting. 

8.	 Discussion on CE Courses Available for Naloxone, Self-Administered Hormonal 
Contraception and Nicotine Replacement Therapy under Protocols 

At this meeting, the committee will have the opportunity to discuss options for CE that 
are available specific to naloxone, self-administered hormonal contraception and 
nicotine replacement therapy under protocols. 
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9. Update and Discussion on Resources Available on the Board’s Website 
Attachment 4 
 

At prior meetings, the committee reviewed multiple items for posting on the board’s 
website as a resource for consumers and licensees.  At the May 2016 committee 
meeting, the committee directed board staff to develop a draft policy for posting 
resources on the board’s website and bring back to the committee.   
 
Board staff consulted with other boards within DCA and state agencies and drafted the 
California State Board of Pharmacy’s Website Guidelines:  Developed by the 
Communication and Public Education Committee.  A copy of the draft is included in 
Attachment 4. 
 
 

10. Discussion of a Board-Developed Bulletin Board Message and Related Communication 
Materials 
 
At this meeting, the committee will be provided an overview and the opportunity to 
discuss a board-developed bulletin board message and related communication 
materials.   
 
 

11. Update and Discussion on SB 1193 (Hill) Requiring Pharmacists, Intern Pharmacists, 
Pharmacy Technician and Designated Representatives Licensed in California Join the 
Board’s E-mail Notification List 
 
At the April 2016 board meeting, the board requested the Communication and Public 
Education Committee discuss the possible requirement to collect pharmacists’ email 
addresses.  At the May 2016 committee meeting, the committee directed board staff to 
draft language for consideration at the July 2016 board meeting to require pharmacists’ 
emails addresses to be collected at time of renewal. 
 
At the July 2016 board meeting, the board was advised that this requirement was added 
to the board’s Sunset bill SB 1193 (Hill) was amended to include this provision.  A copy 
of the relevant provisions of SB 1193 (Hill) as amended in Assembly August 18, 2016, is 
included in Attachment 5. 
 
 

12. Communication Plan for Consumers and Licensees 
 
In accordance with the board’s strategic plan, board staff is working on the 
development of a Communication Plan to include aspects for both board consumers and 
licensees.  An update will be provided at the meeting. 
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13. Update and Discussion on the Forty-Fifth Annual Report of the Research Advisory 

Panel of California for 2015 Regarding Controlled Drugs Research 
 
Attachment 6 

 
The Research Advisory Panel of California recently submitted its annual report to the 
Legislature and Governor.  A copy of the Forty-Fifth Annual Report of the Research 
Advisory Panel of California 2015 is included in Attachment 6. 
 
 

14. Board Publications – Review and Recommendations for changes 
Attachment 7 

 
a. Counterfeit Prescription Drugs:  Protect Yourself, Your Family and Your Pets 

 
b. Buying Prescription Medications Online:  Are the Drugs You Buy Real or Fake? 

 
The Department of Consumer Affairs requested the board assess the two board 
produced publications listed above.  A copy of both documents is included in 
Attachment 7.  At this meeting, the committee will have the opportunity to determine if 
these documents should be updated or removed from production. 

 
 

15. Update on The Script Newsletter  
 
At the time of this report, the Summer 2016 edition of The Script is being formatted for 
publishing.  Board staff is currently working on articles for the Winter 2016/17 edition of 
The Script. 
 
 

16. Update on Media Activity  
 
The board’s executive officer (unless otherwise noted) participated in the following 
media interviews and requests for information. 

• MPA Media, July 14, 2016: Kathryn Feather, regulation of acupuncture 
needle distributors. 

• Capitol Television Network News, July 27, 2016: Jonathan Underland, drug-
take back regulations. 

• KPIX, Aug. 16, 2016: Molly McCrea, opioid compound U-47700 
• Veterinary Information Network News Service, Aug. 29, 2016: Edie Lau, 

unlicensed business selling veterinary prescription drugs online 
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17. Update on Public Outreach Activities Conducted by the Board 
 

A list of major public outreach activities provided by the board’s staff is listed below: 
 

• July 18:  Supervising Inspector Christine Acosta presented HD compounding 
for CPhA. 

• August 9:  Inspector Jennifer Hall provided a review of new laws to the 
board’s competency committee. 

• August 18:  Supervising Inspector Christine Acosta presented the new 
compounding regulations to Tent health. 

• August 24:  Inspector Trang Song presented at the Vietnamese Pharmacist 
Association 

 
 

18. Review and Discussion of News or Journal Articles  
Attachment 8 

 
Attachment 8 contains several items of potential issues of interest for this committee. 

 
 

19. Review and Discussion of the California Department of Public Health’s Comparison 
Between the Centers for Disease Control and Prevention’s Guidelines for Prescribing 
Opioids for Chronic Pain and the Medical Board of California’s Guidelines for 
Prescribing Controlled Substances for Pain  

Attachment 9 
 
Included in Attachment 9 is a copy of the California Department of Public Health’s 
Comparison Between the Centers for Disease Control and Prevention’s Guidelines for 
Prescribing Opioids for Chronic Pain and the Medical Board of California’s Guidelines for 
Prescribing Controlled Substances for Pain.  At this meeting, the committee will have an 
opportunity to review and discuss the comparison document.  
 
 

20. Future Meeting Dates 
 

a. December 1, 2016 



 
 

Attachment 1 
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Abstract
In recent years, the focus of pharmacists as traditional drug dispensers has shifted to more active and
participative role in risk assessment, risk management, and other medication related consultation activities.
Pharmacy profession is evolving steadily in the United Arab Emirates (UAE). Pharmacists in UAE are so
much occupied in their administrative and managerial duties that dispensing is mostly attended to by
pharmacy technicians. Pharmacistled patient counseling is limited to the dosage and frequency of
medications and rarely adverse reactions and drug interactions with other medications. Therefore we decided
to perform quantitative questionnaires study to explore the role of pharmacist in patient counseling in UAE,
the evaluation of pharmacist's opinion on patient counseling and the potential determinants of personal
consultation. Results show the frequency and nature of inquiries received by pharmacist. Five to twenty
inquires per month are received from patient, most of them related to drug prescription and dose
recommendation. Thirty nine percent of pharmacists received inquiries from doctors, most of them related to
the dose and mode of action. Ninty two percent of the pharmacists agreed that patient counseling is their
professional responsibility. About 82% of pharmacists agreed that counseling will increase their sales and
enhance the reputation of their pharmacies. Seventy percent of pharmacists mentioned that they need to
undergo training for effective counseling while 46% of pharmacists felt that more staff in the pharmacies
would have a positive influence on patient compliance to medication therapies and patient safety. The
potential determinants of personal consultation show that 52% of participants trusted pharmacist and 55%
considered the pharmacist as a friend. Forty eight percent of participants visited the pharmacy for medical
recommendation while 30% for drug compounding, 72% agreed that pharmacist conducts full instruction
while 31% agreed about full investigation. In conclusion, reorganization of the pharmacist's activities may
improve pharmaceutical consultations. Pharmacists must be exposed to recent trends in drug therapy, dosage
forms, dosage, adverse effects and interaction. This will go a long way in providing rational use of drugs to
the patients and improve their quality of life.

Keywords: Attitudes and behaviors, community pharmacists, patient counseling, patient information leaflets,
personal consultation

One of the most important professional roles of a licensed pharmacist is patient education, commonly
referred to as counseling. Counseling is beneficial to both patients and pharmacists. Communicating with
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patients is an important way to avoid medication errors and to help patients understand the intended effects as
well as the side effects of their drugs[1].

In recent years, the focus of pharmacists as traditional drug dispensers has shifted to more active and
participative role in risk assessment, risk management, and other medication related consultation
activities[2–6]. Previous studies have found generally favorable evidence for pharmacist consultation
services on various outcomes such as patient medication adherence[7,8] reduction in hospital admission,
mortality, overall health care costs[9,10]. Medicare Modernization Act[2] (2003) implies that pharmacists can
be compensated for providing therapy management to medicare beneficiaries who are at risk of potential
medication problems such as diabetes, asthma, hypertension, and congestive heart failure or multiple
prescriptions that need to be appropriately used to optimize therapeutic outcomes and to reduce the risk of
adverse events, including adverse drug interactions, as well as clinical benefits particular in chronic
conditions[11–15]. It has been stated that patient satisfaction can influence financial and clinical benefits for
both pharmacists and patients[16–19]. Moreover, patient's medication adherence depends on complex
interactions of medical, medication, personal, and economic factors[20]. Pharmacists in UAE are so much
occupied in their administrative and managerial duties that dispensing is mostly attended to by pharmacy
technicians[21]. Many people in gulf area are yet to understand pharmacist's role in health management.
They trust only their physicians in health improvement. For them pharmacist is only a person who dispenses
the medicines. Therefore we decided to perform quantitative questionnaires study to explore: 1) the role of
pharmacist in patient counseling in UAE, 2) the evaluation of pharmacist's opinion on patient counseling and
3) the potential determinants of personal consultation.

MATERIALS AND METHODS
For the first and second objective a survey of pharmaceutical consultation was carried out in 80 community
pharmacies, of which 40 pharmacies were located in Ajman and the rest in Sharjah. Hundred pharmacists
participated in this survey (the total number of pharmacists in UAE is 1200 according to 2002 estimate[20],
59 males in the age group of 27 55 years and 41 females in the age group 25 42 year, with practice
experience 220 years. Ninty five percent of the participants have B. Pharm degree and 5% have M. Pharm.
Eighty percent of them are pharmacists in charge and 20% second in charge pharmacists. For the third
objective seventy eight patients were asked for their feedback on the competency of pharmacists in
community pharmacies to advise on different aspects of health care. Demographic data were collected for all
questionnaires. Three different questionnaires A, B, C (one for each objective) were used. In questionnaire A
the pharmacists were asked about the frequency and nature of personal consultation offered, the number and
nature of inquiries received from doctors and the list of books and references kept in pharmacy.
Questionnaire B was used to inquire about pharmacist's opinion towards patient counseling and the use of
Customer Product Information (CPI) and Patient Information leaflet (PIL) during counseling. It contained
twelve questions and pharmacists’ feedback were recorded as agree, disagree or neither agree nor disagree.
Questionnaire C was used for the third objective that is patients’ feedback on the competency of pharmacists
in community pharmacies to advise on different aspects of health care. Data analysis was done by using
PASW 17 statistical program for social science.

RESULTS
The pharmacists were asked about the type of inquiries from patients and doctors, and also the number of
such inquiries per month. 520 inquiries per month were received by most of the participants from patients,
most of them related to drug prescription and dose recommendation.

As shown in Table 1, patients’ inquiries regarding drug prescribing and dispensing for a particular case and
the dose confirmation record the highest value. Thirty nine percent of participating pharmacists mentioned
that they receive inquiries from doctors. Different types of inquiries were forwarded by doctors. Table 2
shows the distribution of such inquiries. Drug dose, mode of action and ingredients and drug interaction
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record the highest values. For answering such inquiries 74% of the pharmacists use BNF, 67% use MIMS as
shown in Table 3. Table 4 shows that 92% male and 94% female pharmacists agreed that patient counseling
is their professional responsibility. Eighty eight percent male and 94% female participants agreed that the use
of CPI or PIL would ease their counseling task. Sixty percent male and 56% female participants agreed that
the patients would psychologically experience medication side effects when given CPI. However, 68% male
and 56% female pharmacists felt that they need to undergo training for effective counseling. Forty five
percent male pharmacists while 63% female pharmacists agreed that they need more staff for effective
counseling. Seventy eight percent male and 67% female pharmacists disagreed that patients do not show any
interest towards counseling. Both male and female pharmacists think that patient counseling and information
leaflet contain information that contradicts with doctor's information. Surprisingly, only 30% of the
pharmacists agreed that they should be paid for counseling. As far as the pharmacist feedback towards
remuneration from counseling is concerned 83% male and 81% female pharmacists agreed that counseling
would improve their sales. Table 5 shows that 48% of patient participants have reported that pharmacists do
recommend a medical specialty for their health problems and 31% visit a pharmacy for drug compounding.
When participants were asked whether the pharmacist conducts full investigation or gives full instructions for
their health problems, 72% agreed about full instructions while 31% agreed about full investigation. Twenty
four percent of participants visited the pharmacist for blood pressure checking as pharmacist is a health
professional. Fifty two percent of participants trust pharmacist for his choice of medicines and 55% treat the
pharmacist as a friend for health management.

DISCUSSION
From the above study we found that the number of inquiries received from patients is very small, only 520
per month which means 0.10.66 consultations per day most of them related to drug prescription and dose
recommendation. This is due to the fact that many people in the gulf area do not understand pharmacist's role
in health management. They trust only their physicians in health improvement. For them pharmacist is only a
person who dispenses the medicines. On the other hand the nature of inquiries related to adverse effect and
drug interaction is very low 10%. The pharmacists in UAE should take a positive action in patient
counseling which is in agreement with the finding of other researchers[21].

The frequency of pharmaceutical consultations in private is low, but may be improved by reorganization of
the pharmacist's activities. Research revealed that some patients were not satisfied with pharmacists’
explanations on dispensing, and hence there was a need for consultation services at pharmacies. Many of the
reasons why patients did not ask for consultation are attributable to pharmacies and the survey results
suggested a need for improvement in their services[22]. Patientguided counseling (PGC) in community
pharmacies fosters patient participation in medication counseling[23].

The potential determinants of personal consultation show that 52% of participants trust pharmacist and 55%
consider pharmacist as a friend. This result gives us an indication that people have a good relation with the
pharmacist but we feel that pharmacist should take a positive role towards patient counseling and move
closer to the patient as people perceive pharmacists as ‘drugs experts’ rather than experts on health and
illness.

The role of pharmacist as a drug professional in UAE must be improved by pharmacist education towards
counseling. Community pharmacist should act more as a personal advisor. The patient will best be served
when pharmacists and physicians collaborate together, recognizing each other's role, to ensure that medicines
are used safely and appropriately to achieve the best health outcome. Our study shows a new perspective on
patientpharmacist contacts and recommends that community pharmacist should act more as a personal
advisor. We must seriously think of equipping pharmacists with the recent trends in drug therapy, the dosage
forms, dosage, adverse effects and interaction. The health authorities must seriously think of setting up a drug
information center either alone or in collaboration with other teaching institution/ universities with a free
access to all the registered pharmacists and pharmacy students. Most of the pharmacies in the UAE have
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only one pharmacist who has to fill the prescription as well as do the financial job. Hence he/she cannot
devote much time for consultation. So we feel that every pharmacy must have a pharmacy technician to
assist the registered pharmacist in filling of the prescription so that the time saved could be utilized for patient
counseling. Moreover two pharmacists must be available in each pharmacy and specific area should be
arranged to improve patient counseling.

Several limitations of our study should be noted. First, the lower number of pharmacies, Second the use of a
narrow definition of pharmaceutical consultations, so for future work we need to consider pharmaceutical
consultation in broader definition without excluding several types of contacts in the community pharmacy.
Thirdly, the data obtained cannot be generalized and extended to other emirates like Dubai, RasAl
Khaimah, AlFujairah and AbuDhabi, unless wider studies are undertaken.

ACKNOWLEGEMENTS
The authors place on record their sincere thanks to the GMU for encouragement to carry out their work and
to the Research Division, GMU for the help rendered during the study.

Footnotes
Hamoudi, et al.: Pharmaceutical Consultation in UAE

REFERENCES
1. DuncanPoitier J, Mokhiber LH. Important information regarding medication error prevention and patient
counseling, Practice Alerts and Guideline. 2004. Nov 30, [Last accessed on 2011 July 06]. available at
http://www.op.nysed.gov/prof/pharm/pharmcounseling.htm .

2. Medicare Prescription Drug, Improvement and Modernization Act of 2003, Public Law 108–173DEC. 8

3. McCombs JS, Cody M, Besinque K, Borok G, Ershoff D, Groshen S, et al. Measuring the impact of
patient counseling in the outpatient pharmacy setting, the research design of the Kaiser Permanente/USC
patient consultation study. Clin Ther. 1995;17:1188–206. [PubMed: 8750409]

4. Worley MM, Schommer JC, Brown LM, Hadsall RS, Ranelli PL, Stratton TP, et al. Pharmacists and
patients roles in the pharmacistpatient relationship: Are pharmacists and patients reading from the same
relationship script. Res Soc Admin Pharm. 2007;3:47–69.

5. Lonie JM. From counting and pouring to caring: The empathic developmental process of community
pharmacists. Res Soc Admin Pharm. 2006;2:439–57.

6. Schommer JC, Pedersen CA, Worley MM, Brown LM, Hadsall RS, Ranelli PL, et al. Provision of risk
management and risk assessment information: The role of the pharmacist. Res Soc Admin Pharm.
2006;2:458–78.

7. Lee JK, Grace KA, Taylor AJ. Effect of a pharmacy care program on medication adherence and
persistence, blood pressure, and lowdensity lipoprotein cholesterol: A randomized controlled trial. JAMA.
2006;296:2563–71. [PubMed: 17101639]

8. William RD, Matthew JW, Alkhateeb F, Karen BF, Julie MU. pharmacistprovided medication therapy
management (part 1): Provider perspectives in 2007. J Am Pharm Assoc. 2007;47:758–62.

9. McCombs JS, Liu G, Shi J, Feng W, Cody M, Parker JP, et al. Permanente/USC patient consultation
study: Change in use and cost of health care services. Am J HealthSyst Pharm. 1998;55:485–99.

10. Yuan Y, Hay J, McCombs J. Mortality and hospitalization impacts of pharmacy consultation in
ambulatory care. Am J Manag Care. 2003;9:101–12.

http://www.op.nysed.gov/prof/pharm/pharmcounseling.htm


8/24/2016 Pharmaceutical Consultation in UAE Community Pharmacies

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3374556/?report=printable 5/8

11. Paulos CP, Nygren CE, Celedon C, Carcamo C. Impact of pharmaceutical care program in a community
pharmacy on patients with dyslipidemia. Ann Pharmacother. 2005;39:939–43. [PubMed: 15827075]

12. Tsuyuki RT, Johnson JA, Teo KK, Simpson SH, Ackman ML, Biggs RS, et al. For the Study of
Cardiovascular Risk Intervention by Pharmacists (SCRIP) Investigators.A randomized trial of the effect of
community pharmacist intervention of cholesterol risk management. Arch Intern Med. 2002;162:1149–55.
[PubMed: 12020186]

13. Gerber RA, Liu G, McCombs JS. Impact of pharmacist consultations provided to patients with diabetes
on healthcare costs in a health maintenance organization. Am J Manag Care. 1998;4:991–1000.
[PubMed: 10181997]

14. McLennan DN, Dooley MJ, Brien JE. Beneficial clinical outcomes resulting from pharmacist
interventions. J Oncol Pharm Pract. 1999;5:184–9.

15. Jaber LA, Halapy H, Fernet M, Tummalapalli S, Diwakaran H. Evaluation of a pharmaceutical model in
diabetes management. Ann Pharmacother. 1996;30:294–5. [PubMed: 8833557]

16. Renberg T, Lindblad AK, Tully MP. Exploring subjective outcomes perceived by patients receiving a
pharmaceutical care service. Res Soc Admin Pharm. 2006;2:212–31.

17. Oparah AC, Kikanme LC. Consumer satisfaction with community pharmacies in Warri, Nigeria. Res
Soc Admin Pharm. 2006;2:499–511.

18. Guirguis LM, Chewning BA. Role theory. literature review and implications for patientpharmacist
interactions. Res Soc Admin Pharm. 2005;1:483–507.

19. MacKinnon KJ, Swanson LS, editors. Striving beyond patient satisfaction a road map for pharmacists.
[Last accessed on 2008 Mar 26];Inet Continuing Education. 2005 9 www.InetCE.com .

20. Ownby RL. Medication adherence and cognition medical, personal and economic factors influence level
of adherence in older adults. Psychiatr Consult. 2006;61:30–5. [PMCID: PMC3543156]

21. Dameh M. Pharmacy in the United Arab Emirates. South Med Rev. 2009;2:15–8.
[PMCID: PMC3471164]

22. Fumihiro S, Hiroki T, Megumi I, Makoto S. Patient needs for consultation with pharmacists. Yakugaku
Zasshi. 2009;129:1137–40. [PubMed: 19721390]

23. Candace WB, Diane N, Andrea M. PatientGuided counseling in the community pharmacy setting. J Am
Pharm Assoc. 2000;40:765–72.

Figures and Tables

TABLE 1

http://www.inetce.com/


8/24/2016 Pharmaceutical Consultation in UAE Community Pharmacies

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3374556/?report=printable 6/8

TYPES AND FREQUENCY OF PATIENTS’ INQUIRIES

TABLE 2

TYPES AND FREQUENCY OF DOCTORS’ INQUIRIES

TABLE 3

REFERENCE BOOKS USED BY PHARMACISTS

TABLE 4



8/24/2016 Pharmaceutical Consultation in UAE Community Pharmacies

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3374556/?report=printable 7/8

PHARMACISTS’ OPINION ON PATIENT COUNSELING AND THE USE OF CPI AND PIL
DURING COUNSELING

TABLE 5



8/24/2016 Pharmaceutical Consultation in UAE Community Pharmacies

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3374556/?report=printable 8/8
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Abstract

Background: Community pharmacists play a crucial role in optimising medication use and improving patient
outcomes, whilst preventing medication misuse and reducing costs. Evidence suggests that pharmacists
counselling improves clinical outcomes, quality of life, drug and disease knowledge and reduces health service
utilisation. This study aims to investigate the counselling practices of community pharmacists in Riyadh, the capital
of Saudi Arabia.

Methods: The study consisted of two parts: simulated patients (SPs) visits to observe actual counselling practices,
and a cross-sectional survey of community pharmacists to assess their reported counselling practices. In the SPs
method, there were four scenarios involving four medications. Scenarios 1 and 2 concerned drug–drug interactions,
scenario 3 concerned the proper time of administration, and scenario 4 concerned side effects. The simulated visits
were conducted between April and May 2012. A four-sections questionnaire was distributed in the same period.

Results: We conducted 161 simulated visits. Out of the 161 visits a medicine was dispensed in 150 visits. When SPs
requested medications, pharmacists asked questions during 15 visits (10.0 %), provided information during 7 visits
(4.6 %), and both asked questions and provided information, i.e. provided counselling, during 4 visits (2.6 %). When
the SPs started to be inquisitive and demanded information, pharmacists asked SPs questions during 71 visits
(47.3 %), provided information during 150 visits (100 %), and both asked questions and provided information, i.e.
provided counselling, during 65 visits (43.3 %). Information regarding dose was the most common type of
information provided in 146 visits (97.3 %). After the SPs started to be inquisitive and probed for information, only
10 % were counselled on precautions. In the cross-sectional survey, four hundred pharmacists were approached
and 350 agreed to participate in the questionnaire (87 % response rate). Of the respondents, 223 (63.7 %) reported
that they usually or always tell the patient about the purpose of medicines or the diagnosis, 302 (86.2 %) reported
that they usually or always give patient information on how to use or apply the medicine; 299 (85.3 %) said they
were satisfied with their counselling practices.

Conclusions: The present study highlights the current deficiencies in appropriate dispensing practices and
medication counselling at community pharmacies in Saudi Arabia. Policy makers, stakeholders, and researchers
should collaborate to design interventions to improve the current dispensing practices at community pharmacies
across the country.

Keywords: Community pharmacy, Patient simulation, Counselling, Lay perspectives, Patient safety

* Correspondence: salageel@ksu.edu.sa
Clinical Pharmacy Department, College of Pharmacy, King Saud University,
Riyadh Kingdom of Saudi Arabia, PO Box 376316, Riyadh 11335, Kingdom of
Saudi Arabia

© 2015 Alaqeel and Abanmy. Open Access This article is distributed under the terms of the Creative Commons Attribution
4.0 International License (http://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and
reproduction in any medium, provided you give appropriate credit to the original author(s) and the source, provide a link to
the Creative Commons license, and indicate if changes were made. The Creative Commons Public Domain Dedication waiver
(http://creativecommons.org/publicdomain/zero/1.0/) applies to the data made available in this article, unless otherwise stated.

Alaqeel and Abanmy BMC Health Services Research  (2015) 15:557 
DOI 10.1186/s12913-015-1220-6

http://crossmark.crossref.org/dialog/?doi=10.1186/s12913-015-1220-6&domain=pdf
mailto:salageel@ksu.edu.sa
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/


Background
Community pharmacists play a crucial role in optimising
medication use and improving patient outcomes, whilst
preventing medication misuse and reducing costs [1, 2].
Patient counselling is an important service provided by
community pharmacies.
Patient education and counselling usually occur at

the time prescriptions are dispensed but may also be
provided as a separate service [3]. A systematic re-
view findings indicate that pharmacists led counselling
improves clinical outcomes, quality of life, drug and
disease knowledge, patients’ satisfaction with service,
and economic outcomes [4]. It is worth noting that
the counselling was more comprehensive and extended
beyond time of dispensing a medication in the majority of
the included trials in the review. At the time of dispensing,
evidence exist to suggest that community pharmacists’ in-
terventions such as counselling encourage appropriate
medicine use and prevents drug related problems [5, 6].
Many professional organizations have published guide-

lines that provide recommendations to pharmacists on
how to educate and counsel patients on both prescrip-
tion and non-prescription medicines [3, 7]. Although the
scope of content of the counselling recommended in
each guideline varies, all agree on providing the follow-
ing information: name and description of the medicine,
indications, route of administration, dose and dosage
form, directions for use, duration of therapy, special di-
rections, precautions, side effects, and contraindications
[3, 7]. All guidelines also emphasize that pharmacists
need to ask a series of questions to identify a patient’s
understanding of their medications, and to meet the spe-
cific needs of each patient and/or caregiver [3, 7].
There are approximately 7,322 community pharma-

cies in Saudi Arabia staffed by an estimated 12,506
pharmacists [8]. Community pharmacies are privately
owned and there are numerous chains of pharmacies.
Pharmacies are located in a variety of premises, with
the majority in main streets and some linked with pri-
vate healthcare clinics. According to the law regulating
Saudi pharmacy practice [9], all professional opera-
tions in a pharmacy must be performed by a licensed
pharmacist. Passing the Saudi Commission for Health
Specialties licensing exam is one requirement for the
licensing of pharmacists. The law prohibits medica-
tion dispensing without a prescription, unless the
medication is designated as over-the-counter (OTC).
The law also mandate that medications purchased
from a community pharmacy are dispensed in their
original packages with information package insert.
The outer package must include information such as
the name of the medication, active ingredients, pharma-
ceutical form, strength, storage condition, price, and
manufacturer.

A Saudi survey of 500 patients attending primary
healthcare centres indicated that 35.4 % of respondents
had practiced self-medication [10]. The authors defined
this as the use of drugs to treat self-diagnosed disorders
or symptoms, or the intermittent or continued use of a
prescribed drug for chronic or recurrent disease or
symptoms, in the preceding 2 weeks. The inappropriate
use of medicines by self-medicating consumers is re-
ported to be a factor contributing to medication errors
in the community, either alone or in combination with
other factors [11]. Community pharmacists play a key
role in counselling self-medicated patients. They moni-
tor the use of non-prescription medicines, identify
drug-related problems, and intervene when necessary
to ensure that patients use medicines safely, appropri-
ately, and effectively [2, 5]. In Saudi Arabia, it is com-
mon for prescription only medicines (POM) to be
supplied by community pharmacists without a doc-
tor’s prescription [12, 13]. This means that commu-
nity pharmacists are often the only point of contact
for patients before initiating drug therapy, not only
for OTC medication but also for POM.
This study aims to investigate the counselling practices

of community pharmacists in Riyadh, the capital of
Saudi Arabia when dispensing OTC and POM without a
prescription. Using simulated patients (SPs) visits and a
questionnaire, we assessed the following parameters:
counselling rate, types of questions asked, and informa-
tion provided during the counselling process.

Methods
The study consisted of two parts: simulated patients
visits and a cross-sectional survey of community phar-
macists. The simulated patients visits were used to as-
sess ‘real’ (unrehearsed) counselling practices, while the
survey was used to assess the community pharmacists’
reported counselling practices.

The simulated patient method
The simulated patient (SP) method was used to determine
how community pharmacists currently provide patient
counselling. This method has been employed extensively
in pharmacy practice-based research [12–18]. Within the
pharmacy context, a simulated patient is ‘an individual
who is trained to visit a pharmacy to enact a scenario that
tests a specific behaviour of the pharmacist or pharmacy
staff [19].

The simulated patients
The SPs were four female pharmacy students. Students
have been used as simulated clients in previous research
[12, 14, 16, 17]. We used four students, as a systematic
review of SP research in pharmacy practice recommends
using a minimum of two SPs [19]. The participation of
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the students was voluntary. The authors trained the SPs
using role-play to ensure the scenario was performed in
a consistent manner. Repeated rehearsal ensured reliabil-
ity of the simulated scenario. The actors used lay lan-
guage and refrained from using any jargon.

The pharmacies
The authors stratified Riyadh city using geographical
areas: north, south, west, east, and central. A convenient
sample of pharmacies in each area was selected. Each
pharmacy was visited once by one of the SPs. A pilot
study (N = 8 pharmacies) to test the content and delivery
of the scenarios was conducted. The results of the pilot
study were reviewed by the authors to ensure
consistency in the collection of data by the SPs. The SPs
visits for the current study were conducted between
April and May 2012.

The scenarios
There were four scenarios (Table 1). Two of the medica-
tions used in our scenarios are classified as POM in sce-
nario 2 (Amoxil) and scenario 4 (Zocor).
In scenario one, the patient is anaemic and asking for

iron (FeroseR). However, she is also frequently taking
antacid, which could prevent full iron absorption and
delay the response to iron therapy [20]. In scenario two,
the patient is asking for amoxicillin (AmoxilR), which is
a penicillin antibiotic known to alter intestinal flora that,
in turn, reduces the enterohepatic circulation of estrogen
metabolites. Concomitant use with birth control pills is

associated with unintended pregnancies and menstrual
changes. Therefore, pharmacists are expected to provide
SPs with a caution of unplanned pregnancy as a possible
result of the interaction between the antibiotic and
contraceptive pills [20]. In scenario three, a patient with
renal failure is asking for the antacid MoxalR (an
aluminium-containing antacid) as a phosphate-binding
agent. Pharmacists are expected to stress the need to
time the administration of phosphate-binding agents
with food intake to prevent phosphate absorption that
leads to hyperphosphatemia in patients with renal failure
[20]. In scenario four, SPs request simvastatin (ZocorR),
which is a lipid-lowering agent known to induce my-
opathy and rhabdomyolysis. Pharmacists are expected
to provide the SPs with information regarding poten-
tial side effects and ask them to report unexplained
muscle pain, tenderness, weakness, and dark-coloured
urine [20].
SPs were given clear instructions to not provide fur-

ther information unless requested by the pharmacy staff
member. If requested, the information subsequently pro-
vided is presented in Table 1. If pharmacists dispensed
medications without providing any counselling, the SPs
were instructed to pose specific questions to draw the
pharmacist’s attention to the counselling points that
need to be addressed (Table 1).

Documentation of the counselling process
To minimize recall bias, outside the pharmacy the coun-
selling process was documented on an assessment form

Table 1 Descriptions of scenarios

Scenario 1 Scenario 2

SP enters the pharmacy and asks: “May I have Ferose?” SP enters the pharmacy and asks: “May I have Amoxil?”

If asked, the SP told the pharmacy staff that she has not previously
taken the medicine, that it is for personal use, that she is 20 years old,
and that she has anaemia and sometimes takes antacid for stomach
upset. She also said that she has not received any information from
her doctor.

If asked, the SP told the pharmacy staff that she has not previously
taken the medicine, that it is for personal use, that she is 20 years old,
and that she has sore throat and is on birth control pills (Genera). She
also said that she has not received any information from her doctor.

If pharmacists provided no counselling, SPs asked the following: If pharmacists provided no counselling, SPs asked the following:

- May I take Ferose at any time? - May I take Amoxil at any time?

- May I take Ferose before or after a meal? - May I take Amoxil before or after a meal?

- I am using antacids occasionally. Is it OK to take both antacid and
Ferose at the same time?

- I am on Genera. Is it OK to take both Amoxil and Genera at the same
time?

Scenario 3 Scenario 4

SP enters the pharmacy and asks: “May I have Moxal?” SP enters the pharmacy and asks: “May I have Zocor?”

If asked, the SP told the pharmacy staff that she has not previously
taken the medicine, that it is for personal use, that she is 20 years old,
and that she has kidney failure. She also said that she has not received
any information from her doctor.

If asked, the SP told the pharmacy staff that the medicine is for her
mother, who is 70 years old, has not previously taken the medicine,
and has high cholesterol. She also said that she has not received any
information from her doctor.

If pharmacists provided no counselling, SPs asked the following: If pharmacists provided no counselling, SPs asked the following:

- May I take Moxal at any time? - Are there any side effects of this medicine that I should watch for?

- May I take Moxal before or after a meal?
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immediately after each visit. The form (available from
the corresponding author) was designed based on forms
from previously published work [17, 18]. The SPs were
familiarised with the standardised data collection form
before initiating the visits. They also practiced using the
form during the pilot study.
In all the scenarios, pharmacists were assessed on

whether they provided counselling, using the same cat-
egorisation as used by Tully et al. [18]. “No questioning”
was when the SP was not asked about previous use, use
of other medicines, allergies, and concerns about using
this medicine. “No information provision” was when no
verbal information was given about name of the medi-
cine, dose, how to take the medication, duration of use,
and possible adverse drug. “No counselling” was a lack
of both questioning and information provision. Further-
more, for each scenario pharmacists were expected to
provide any special directions or precautions.

Cross sectional survey of community pharmacists
The questionnaire in this study was a slightly modified
form of the questionnaire used in a previous study asses-
sing dispensing practices in Cyprus [17]. Two local phar-
macists checked the questionnaire for interpretation
issues and suitability to the Saudi setting.
The final questionnaire consisted of four sections (see

Additional file 1). The first section requested informa-
tion about the pharmacists’ demographics, average dis-
pensing time, and number of patients waiting. The
second section comprised 11 statements regarding infor-
mation that could be provided for customers during the
dispensing process. The pharmacist answered by provid-
ing an estimate of how often they offered this informa-
tion to patients. In the third section, the pharmacists’
views about their counselling were assessed. The final
section investigated any barriers to counselling.
As with the SPs study component, we stratified Riyadh

city by geographical areas and a convenient sample of
pharmacies from different areas was selected. Pharmacies
were visited by volunteer pharmacy students who asked
the pharmacists if they willing to participate in a study
about patient counselling in community pharmacies. Those
who agreed to participate were provided with a hard copy
of the questionnaire, which they completed while the stu-
dents were waiting in the pharmacy. The questionnaires
were not distributed to the same pharmacies that were vis-
ited by SPs. The questionnaires were distributed during dif-
ferent days of the week at different times of the day to
avoid targeting pharmacists only during busy hours or
days. The survey period was between April and May 2012.

Data analysis
Data from the SPs visits and survey were entered by a
research assistant and checked by one of the authors

(NA). The data were stored and analysed using Excel
2003. Continuous data are reported as mean and stand-
ard deviation (SD). Categorical data are expressed as fre-
quencies and percentages.

Ethical approval
This study involves observation of pharmacists’ behav-
iour and does not interfere with patient care. The study
was reviewed and approved by The institutional Review
Board at king Saud University. Information obtained is
recorded in such a manner that pharmacists involved
cannot be identified and results are reported in an an-
onymous way. This ensures that participating pharma-
cists are not at any risk of criminal or civil liability, and
it does not damage their employability or reputation.

Results
The simulated patients (SPs) method
One hundred and sixty one visits were conducted:
Scenario 1 = 49 (30 %), Scenario 2 = 50 (31 %), Scenario
3 = 20 (12 %), Scenario 4 = 42 (21 %). Two of the medi-
cations used in our scenarios are classified as POM.
Nonetheless, pharmacists dispensed Amoxil without ask-
ing for a prescription in all 50 SPs visits and dispensed
Zocor without a prescription in 31 out of 42 SPs visits
(74 %). This means out of the 161 visits a medicine was
dispensed in 150 visits.
The SPs had to wait on 65 out of 161 visits (40 %).

Time spent waiting for a visit was less than 1 min on 30
visits (18.6 %), 1–5 min on 30 visits (18.6 %), and more
than 6 min on 5 visits (3.1 %). On 67 occasions (41.6 %),
there were no other customers waiting. During other
visits, there were 1–2 customers waiting on 57 occasions
(35.4 %) and 3–5 customers waiting on 16 occasions
(9.9 %). These values do not total 161 where there is
missing data.
Data regarding the presence and content of counsel-

ling during dispensing are reported in Table 2. When
SPs requested medications, pharmacists asked questions
during 15 visits (10.0 %), provided information during 7
visits (4.6 %), and both asked questions and provided in-
formation, i.e. provided counselling, during 4 visits
(2.6 %).
When SPs started to be inquisitive and demanded in-

formation, this prompted pharmacists to ask questions
during 71 visits (47.3 %), provide information during 150
visits (100 %), and both ask questions and provide
information, i.e. provide counselling, during 65 visits
(43.3 %). The types of questions asked and information
given are reported in Table 2.
The majority of pharmacists did not inquire about pre-

vious use of requested medications, concomitant drugs
used, or any history of drug allergy. Information on dose
was the most common type of information provided

Alaqeel and Abanmy BMC Health Services Research  (2015) 15:557 Page 4 of 9



during 146 visits (97.3 %). After the SPs started to be in-
quisitive and probed for information, only 10 % were
counselled on precautions.

Cross-sectional survey of community pharmacists
Four hundred pharmacists were approached and 350
agreed to participate in the questionnaire (87 % response
rate). Demographic information of the respondents is
provided in Table 3. The majority of respondents were
under 40 years of age (n = 321, 91.7 %). Only 15 respon-
dents (4.2 %) were of Saudi nationality and the
remaining were expatriates. Only 247 respondents pro-
vided their nationality and the majority were Egyptian
(n = 212, 60.5 %). The average experience as a commu-
nity pharmacist was 5 years (SD 4.5) inside Saudi and
3 years (SD 2.4) outside Saudi.
Table 4 illustrates the information that pharmacists

claimed to provide to clients. Respondents claim that
they frequently inform the patients about the dosing and
the instructions for taking drugs, and whether to take
medication with food or on an empty stomach. Accord-
ing to respondents, information on potential side effects,
drug interactions, and food interactions is provided less
frequently to patients.
The majority of pharmacists (86.6 %) believe that pa-

tients feel comfortable to consult their pharmacists
about their medication/medical condition (Table 5).

When asked about barriers to counselling (Table 6), over
half of respondents indicated that pharmacists are too
busy (59.6 %) and a similar proportion reported that
pharmacists do not have the patient medical history
(61.9 %).

Table 2 Description of counselling received by simulated patients requesting medication in the four scenarios

Total a,b

n = 150(%)
Scenario 1
n = 49

Scenario 2
n = 50

Scenario 3
n = 20

Scenario 4
n = 31

Counselling before SP demanded information

Asked questions 15(10.0) 1 1 0 13

Provided information 7(4.6) 1 2 0 4

Counselling after demanding informationa

Asked questions 71(47.3) 18 11 14 28

Provided information 150(100.0) 48 50 20 32

Questions asked abouta

Who is medicine for 24(16.0) 2 4 3 15

Whether had taken this medicine before 12(8.0) 0 0 0 12

If other medicines currently being taken 14(9.3) 1 0 0 13

If allergic to any medicine 11(7.3) 0 0 0 11

If have any questions or concerns about this medicine 4(2.6) 1 0 0 3

Information provided about

Name of the medicine 10(6.6) 7 1 0 2

Dose 146(97.3) 46 50 19 31

How to take the medication (e.g. before or after meal) 109(72.7) 34 45 20 10

Duration of use 20(13.3) 3 5 3 9

Possible adverse drug reactions, warnings, and precautions 15(10.0) 3 2 2 8
aThe total number sometimes exceeds the number of visits as pharmacists may ask more than one question or provide more than one type of information during
a visit
bOut of the 161 visits a medicine was dispensed in only 150 visits

Table 3 Sociodemographic characteristics of respondents
(n = 350)

Number (%)a

Age

20–30 192 (54.8)

31–40 129(37.1)

41–50 23(6.5)

> 50 6(1.6)

Nationality

Saudi 15(4.2)

Non-Saudi 333(95.1)

Degree

Bachelor 268(76.5)

Doctor of pharmacy 72(21.5)

Others 3(0.85)

Years working as a community pharmacist

Inside Saudi Arabia 5 (SD 4.5, min <1 year, max 30 years)

Outside Saudi Arabia 3 (SD 2.4, min <1 year, max 16 years)
aThe total number does not always add up to 350 due to missing data
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Discussion
The present study evaluated the counselling practices of
community pharmacists in Riyadh, Saudi Arabia. Results
obtained from the visits using SPs were compared with
those obtained in the survey, revealing important dis-
crepancies regarding the frequency of information pro-
vided to customers. In the survey, the majority of the
respondents claimed that they always provide informa-
tion on dose, duration of use, and how to use the medi-
cation. Nevertheless, actual dispensing practices showed
that the majority of SPs were informed about such infor-
mation only when they started to be inquisitive and
probed for information. Others have reported similar in-
consistencies between self-reported behaviour of phar-
macists in interviews and their actual dispensing
practice measured using SPs [17]. It is possible that
pharmacists provide more socially desirable responses in
the questionnaires. Another possible explanation is that
the survey responses may refer to general counselling
practice, while the SPs component reflects counselling
practice on specific occasions when patients request a
medicine by name. Evidence suggests that the latter in-
volves less counselling [15, 21, 22].
Counselling rates reported in international literature

vary from 8 to 100 %, depending on the research

methods used [7]. The rate of counselling observed in
this study is very low (3 %). However, it improved to
43 % when SPs were inquisitive and requested more in-
formation. This improvement in observed counselling
rate is consistent with previous research reporting an as-
sociation between patient question-asking behaviour and
the provision of information [21, 22]. This improvement
in pharmacist-patient communication demonstrates the
importance of finding ways to encourage patients to ask
questions to community pharmacists.
When dispensing, the majority of pharmacists did not

inquire about previous use of the requested medications,
concomitant drugs, or history of drug allergy. In a study
involving simulated patients visiting community phar-
macies in Riyadh with symptoms of specific clinical ill-
nesses, antibiotics were dispensed without inquiring
about associated symptoms or history of drug allergy,
and only 23 % of pharmacists inquired about pregnancy
status [12]. Other studies also report that pharmacists’
assessment of symptoms and questioning concerning
medication history are inadequate [15–18, 21, 22]. One
explanation for this finding could be that our SPs were
asking for specific products. In the context of non-
prescription medicines, research suggests that product-
based requests result in less information being asked or

Table 4 Statements pharmacists identified as information they provide to patients about their prescription/medications (n = 350)a

Always (%) Usually (%) Often (%) Sometimes (%) Never (%)

The purpose of medication or diagnosis 126(36.0) 97(27.7) 64(18.3) 53(15.1) 4(1.1)

Dosing of the drugs 249(71.1) 72(20.5) 22(6.2) 4(1.1) 0(0)

Information on how to use the medication and its application 221(63.1) 81(23.1) 26(7.4) 8(2.3) 1(0.28)

Medication to be taken with food or on an empty stomach 213(60.8) 85(24.3) 25(7.1) 15(4.3) 3(0.85)

Duration of use 164(46.8) 73(20.8) 65(18.5) 31(8.8) 4(1.1)

Possible side effects 26(7.4) 33(9.4) 53(15.1) 76(21.7) 13(3.7)

Drug interactions 47(13.4) 56(21.1) 74(21.1) 139(39.7) 31(8.8)

Food interactions 55(15.7) 79(22.5) 81(23.1) 105(30.0) 23(6.5)

Importance of compliance 69(19.7) 68(22.5) 95(27.1) 84(24.0) 18(5.1)

Storage conditions 91(26.6) 79(22.5) 70(21.0) 78(22.2) 23(6.5)

Availability of generic medication 57(16.2) 84(24.0) 86(25.6) 93(27.6) 29(8.2)
aThe total number does not always add up to 350 because of missing data

Table 5 Statements given by pharmacists regarding their counselling practice (n = 350)a

Strongly agree (%) Agree (%) Unsure (%) Disagree (%) Strongly disagree (%)

Patients are comfortable in consulting me about their
medication/medical condition

106(30.3) 197(56.3) 33(9.4) 12(3.4) 1(0.28)

I use all opportunities to clarify patients’ understanding
of my counselling

118(33.7) 172(49.1) 48(13.7) 8(2.2) 1(0.28)

Patients understand the information I provide them 87(24.8) 172(49.1) 68(19.4) 13(3.7) 3(0.85)

I confirm and clarify the understanding of the patient 102(29.1) 172(49.1) 58(16.5) 6(1.7) 2(0.57)

I am satisfied with my counselling practice 130(37.1) 169(48.2) 34(10) 9(2.6) 4(1.1)
aThe total number does not always add up to 350 because of missing data

Alaqeel and Abanmy BMC Health Services Research  (2015) 15:557 Page 6 of 9



information elicited by pharmacists than do symptom-
based [15, 21, 22]. Another plausible explanation is that
consumers might expect to make an OTC purchase
without being questioned [23]. However, in this study
two medications were POM. For one of these, Amoxil,
there was no assessment or request for a prescription.
Pharmacists’ assessment with the other, Zocor, was a lit-
tle better, but still unsatisfactory.
Information regarding dose was the most common

type of information provided (97 % of the SPs visits),
while a very small proportion of SPs were counselled on
precautions. This is consistent with findings in previous
research reporting that information on precautions,
side effects, interactions, contraindications, and stor-
age is less likely to be given by community pharma-
cists [7, 12, 13, 17, 18]. Interestingly, in our survey
approximately half of respondents reported that they
sometimes or never counselled on side effects and
drug interactions. Pharmacists may think that too
much information could deter patients from taking
their medications [24]. However, research suggests
that patients want specific information about side ef-
fects, duration of treatment, and the range of avail-
able treatment options [24].
Although two of the medications used in the scenarios

are POM, pharmacists requested the prescription on
only 11 out of 92 SPs visits. This confirms findings from
previous research that POMs, such as antibiotics, antihy-
pertensives, and antipsychotics could be obtained easily
without a medical prescription in Saudi Arabia [12, 13].
A Saudi study asked pharmacists (n = 60) for the reasons
they violated the law and dispensed POM without a pre-
scription [13]. The most common reasons given were
that pharmacists do not know the prescription status
(i.e. POM or OTC) of many medications, patients ask
for medications by name, and patients can only afford
the pharmacy visit. Some also reported that ‘if we did
not sell it somebody else will’ [13]. These results suggest
that the reasons for such malpractice are multifactorial,
and multiple approaches are required to correct it.

Implications for policy and research
The intensity of regulatory mechanisms has been pro-
posed as a factor influencing counselling practice
[25]. The Saudi Executives Roles for Institutional and

Pharmaceutical Products Law [9] provide no clear
regulation on what is expected of community phar-
macists during the dispensing of medications. There-
fore, the development of legislation or guidelines
setting out national standards that clearly stipulate
what is expected of community pharmacists during
the counselling process is needed. Such guidelines
should be supplemented by appropriate strategies for
dissemination and implementation.
There should be stringent enforcement of the national

regulations that require a valid prescription to dispense
a POM in community pharmacies. The Saudi Ministry
of Health have published a frequently updated version of
the Saudi OTC-Directory since 2000. Additionally, an
electronic list of medications licensed in Saudi Arabia,
including their prescription status, is available on the
Saudi FDA website [26]. However, this seems inadequate
and relevant agencies should develop strategies to ensure
efficient dissemination of information about the legal
status of medications to all community pharmacies.
Furthermore, the laws and regulations of the Saudi
healthcare system should be part of Saudi Commission
for Health Specialties licensing exam for pharmacists.
This is especially important given that most community
pharmacists in Saudi Arabia are expatriates.
Evidence for effective strategies to improve counselling

practices is limited. However, some interventions show
promising results, including continuous long-term post-
graduate education [27] and simulated patient visits to
assess the current practice followed by feedback [16, 21].
To promote longer-term changes in counselling prac-
tices, systematic action is required, coordinated between
relevant stakeholders and at different levels. Pharmacy
owners and pharmacists will need support and resources
to improve existing practice. These include management
systems, medicine information systems and databases,
and up-to-date basic and continuing education. At the
individual pharmacist level, competencies should be up-
dated to meet patient-centred practice requirements.
In this study, we only considered the provision of

counselling and not the quality of counselling. Therefore,
future studies that examine appropriateness and quality of
counselling practices are needed. Future research should
also investigate further the factors that hinder community
pharmacists from counselling patients. These factors may

Table 6 Statements given by pharmacists regarding barriers to counselling (n = 350)a

Strongly agree (%) Agree (%) Unsure (%) Disagree (%) Strongly disagree (%)

Pharmacists have limited drug information resources 41(11.7) 94(26.8) 48(13.7) 101(28.8) 64(18.3)

Pharmacists are too busy 68(19.4) 141(40.2) 51(14.5) 67(19.1) 18(5.1)

Pharmacists do not have the patient medical history 75(21.4) 142(40.5) 69(19.7) 40(11.4) 19(5.4)

Pharmacists lack confidence in their knowledge 27(7.7) 60(17.1) 50(14.2) 107(30.5) 105(30.0)
aThe total number does not always add up to 350 because of missing data
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relate either to the community pharmacists them-
selves, for example competencies and willingness, or
to organizational factors, for example regulations and
reimbursements.

Limitations of the study
Some limitations of our study are outlined below. Our
results should be generalised with caution to the general
population due to our use of convenience sampling, as
this method can lead to the under-representation or
over-representation of particular groups within the sam-
ple. Further limitations include the use of students as
simulated patients, who may not have been as convin-
cing or as practiced as paid actors. Furthermore, the SPs
were all young females, and generalization of the find-
ings to other populations is not possible. Additionally,
SP visits were not audiotaped. Audiotaping can improve
the reliability of manually documented data and result in
more accurate assessments [28].
Some have expressed ethical concerns in relation to

the SPs method, as pharmacists do not give consent to
participate. However, others have argued that it can be a
robust method for assessing practice, and may be justi-
fied in the wider public interest [16].
The operational classification we used to assess coun-

selling was originally used within the context of pre-
scription medicines [18]. In such cases, a patient should
already have consulted with a medical practitioner and
pharmacists’ questioning serves the purpose of meeting
specific patient needs only. However, in the present
study two scenarios used OTC medications. For OTC
medications, pharmacists’ questioning serves a broader
purpose. It should not be limited to previous use, aller-
gies, use of other medicines, knowledge of indications,
or dosing instructions, but should include an assessment
of other aspects, namely nature of the symptoms, treat-
ment duration, and current conditions. The latter were
not investigated in this study.
The current study assessed the counselling process

only for situations where patients specifically request a
medication by name. Other situations, such as counsel-
ling for patients with prescriptions and for patients ap-
proaching pharmacists for treatment (i.e. explaining
their symptoms to pharmacists, who then provide them
with the medications), were not investigated. Therefore,
our findings cannot be extrapolated to such situations.

Conclusion
The present study highlights the current deficiencies in
appropriate dispensing practices and medication coun-
selling at community pharmacies in Saudi Arabia. Policy
makers, stakeholders, and researchers should collaborate
to design interventions to improve the current dispensing
practices at community pharmacies across the country.
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Abstract

The objective of this study was to conduct a systematic investigation on
community pharmacist’s attitude towards professional responsibilities and
patient counseling in Riyadh region of Saudi Arabia. The analysis was
conducted in a total of 114 pharmacies by a questionnaire on 36 items
grouped into three categories, namely; attitude towards professional
responsibilities, reasons for deciding to counsel and reasons for deciding not to
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collected data were statistically analyzed. The results obtained showed that
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governmental rules and regulations regarding their responsibilities.
Nevertheless, it was a general feeling that the working time interferes with the
continuing education and lack of medical history and inadequate staff has
drastic influence on pharmacist’s attitudes towards patient counseling. Opinion
of pharmacists on communication skills, self-medication and exposure to toxic
medicines, reasons for uncertainty to continue education and negative
approach towards importance of counseling, paucity of medical history, and
need for electronic links between hospitals or clinics and pharmacies are
discussed. The data indicated ability of pharmacists to play a vital role in health
education and recognition of professional responsibilities. Further studies are
warranted on patient’s attitude towards community pharmacy counseling in
other regions of Saudi Arabia.

 
Introduction

Community pharmacists today are involved in a wide variety of professional
activities. These activities can be classified as either product or patient-
oriented (Faris and Schopflocher, 1999; Bradshaw and Doucette, 1998;
Rosenthal et al., 2011). Although a large number of papers have been
published on description of the pharmacists’ responsibilities and attitude
towards patient counseling (Brook et al., 2003; Oliveira and Shoemaker, 2006;
Kansanaho et al., 2004), little attempts have been carried out in Saudi Arabia
to assess pharmacist’s attitude towards such an issue (Bawazir, 1992; Al-Arifi
et al., 2007). Thus in this study an in depth approach is made to justify
pharmacists’ attitude towards professional responsibilities and examine factors
that encourage or inhibit pharmacists from counseling.

Methods

The survey was done in a total of 114 pharmacies (Riyadh, Saudi Arabia) by a
questionnaire during 2009-2010. The self-questionnaire used was described in
a previous article (Ortiz and Thomas, 1984). Respondents were given 36 items
with a variety of issues on patient counseling. Items on the questionnaire were
grouped in three categories by type of subject matter as follows:

Attitude to professional responsibilities 6 items.

Reasons for deciding to counsel 15 items.

Reasons for deciding not to counsel 15 items.

All items were scored on five-point (Strongly Agree to Strongly Disagree),
Likert scale. Scores were represented by numerical. 5 for strongly agree, 4 for
agree, 3 for uncertain, 2 for disagree, and 1 for strongly disagree. Collected
data were then analyzed and results are presented as means and standard
deviations. An average score for each item was determined by multiplying the
responses’ numbers times the relevant score. These findings were then
divided by the total number of respondents. Average score of each item was
obtained.

Results
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Results

A total of 114 out of 126 respondents completed the questionnaire. The results
are shown in Tables 1, 2, 3 and 4. Table 1 show that scores on attitudes
regarding professional responsibilities generally were high, usually over 4 on a
5-point scale. The results also show that the great majority of the respondents
(>90%) agreed or strongly agreed that community pharmacists should counsel
the patient about OTC and prescription medications. They also agreed that the
pharmacists should have good relationships with other health care providers
(92%) and keep up-to-date with current drug information (85%).

The exception was for the item “the need to attend a continuing education
function”, which had an average score of 3.75, whereas the highest score is for
the item “The community pharmacist should be committed to the rules and
regulations governing the practice of pharmacy with an average score of 4.68.
Comparison of level of agreement shown in Table 1 with the level of
counseling, such as number of patients and time spent in counseling produced
a correlation coefficient (r) of +0.513. Moreover, the results shown in Table 2
indicate a number of reasons in favor of counseling. Over 90% of the
pharmacists agreed or strongly agreed that the public respects pharmacists as
drug experts and drug information providers’ worth to be consulted. The good
rapport between pharmacists and their regular customers is invaluable to the
pharmacist to offer an effective counseling which will enhance patient
compliance. Furthermore, about 88% of the respondents agreed or strongly
agreed that medications must be taken correctly according to stated
instructions and patient counseling will add more professional responsibilities
to pharmacists as well. On the other hand, 87% of the pharmacists agreed or
strongly agreed that counseling may prevent the patient from experiencing
adverse drug effects. Similar proportion, agreed or strongly agreed that
counseling improves the pharmacist’s knowledge (81%) and practicing ability
(84%) and consequently increases job satisfaction.

In contrast, 7 of the 15 items regarding reasons for deciding to counsel had
scores generally below 4 with agreement rating of 3 to 4. This illustrates that
respondents were uncertain about these 7 items on reason given for
counseling which include that counseling improves patient-pharmacist and
pharmacist-physician relationships. This appreciates the extra care interest
shown by them, reduces drug wastage, brings more people into the pharmacy,
enables pharmacist to be an active member in the health care team and
increases sales. Scores on attitudes dealing with reasons against counseling
were shown in Table 3 which indicates a much wider distribution of low-score
values than was true for items in Tables 1 & 2. None of the scores on the 15
items was above 3, showing that the overall trend in these items is towards
disagreement with stated reasons against counseling. Despite this, the results
show that there are many factors which inhibit the pharmacist from counseling.
Lack of medical history, meager confidence in knowledge, perceiving of the
benefits of counseling by customers and lack of feedback from patients were
among these factors. Furthermore, less than 18% of the pharmacists may
have been presumably inhibited from counseling because they were too busy
and people attitude toward pharmacist’s consultation is of no significant value
on their health. Other factors that may significantly influence counseling such
as unnecessary and unacceptable extra responsibility by pharmacists and their
belief that patient counseling is the physician’s responsibility or they do not
know how to approach the people. Finally to obtain a professional role attitude,
average scores of each item in Tables 1-3 have been combined to form a
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scale reflecting two attitude scores namely, professional responsibilities and
orientation towards patient counseling attitude scores. The later attitude scores
were computed by summing the responses to the reasons for deciding to
counsel and subtracting the sum of the responses against counseling. Table 4
shows that pharmacists expressed a high level of agreement with items
concerning professional responsibilities. On scale of 6 as a minimum value to
30 as a maximum value, the average level of agreement was 25.92±SD. Like
wise, orientation towards scores based on data in Tables 1-2 shows an
average score of 27.5±SD.

Figure 1
Table 1: Pharmacists’ attitudes to items about the professional responsibilities
of the community pharmacist (n=114)

a. The average level of agreement which is obtained by averaging responses
according to the following scale: Strong agree=5, Agree=4, Uncertain=3,
Disagree=2, Strongly disagree=1. n. Total number of respondents

Figure 2
Table 2: Pharmacists’ attitudes towards items about reasons for deciding to
counsel (n=114)
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a. The average level of agreement which is obtained by averaging responses
according to the following scale: Strong agree=5, Agree=4, Uncertain=3,
Disagree=2, Strongly disagree=1. n = Total number of respondents

Figure 3
Table 3: Pharmacists’ attitudes towards items about reasons against deciding
to counsel (n=114)

a. The average level of agreement which is obtained by averaging responses
according to the following scale: Strong agree=5, Agree=4, Uncertain=3,
Disagree=2, Strongly disagree=1. n = Total number of respondents

Figure 4
Table 4: Professional role attitude scores and orientation towards patient
counseling score
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Discussion

The study revealed that most of the respondents are in support of counseling,
and believe that counseling is of benefit to the patient. Table 1 shows that over
90% of the responding pharmacists agreed or strongly agreed that community
pharmacists should counsel about both prescription and non-prescription
drugs. These results are in agreement with reported findings by other
investigators (Sutters et al., 1993; Covington, 2006; Gull et al., 2007). The

responding pharmacists also agreed with the activities needed to support counseling behaviors

and improve communication skills of the pharmacist such as maintaining a good working

relationship with other health care professionals and the need to be up-to-date with drug

information (Manias et al., 2007). Furthermore, an overwhelming support was given for the

item “The community pharmacist should be committed to the rules and regulations governing

the practice of pharmacy”. The results reflect the willingness of a majority of the pharmacists to

adhere to these regulations and show higher level of loyalty to their profession. In addition, it

may also indicate the awareness of the community pharmacist about the consequences of not

complying with the law that may not only encourage self-medication but also exposes the

population to hazards of medications (Gull et al., 2007; Trewin and Veitch, 2003). In contrast,

analysis of individual items regarding pharmaceutical responsibilities shows much uncertainty

about the need for a continuing education function. It is clear that unwillingly-ness among

these pharmacists towards this statement could be attributed to long working hours and the

complexities and competing demands of their schedules of duties in the community pharmacy

which was observed in a previous study (Driesen et al., 2005). Moreover, Table 2 indicates a

high level of recognition by most of pharmacists of the possible benefit of patient counseling,

as well as a high level of agreement by responding pharmacists (>90%) that the community

respects pharmacists and expects them to counsel and that knowledge about customer which

will enable them to offer an effective counseling. They also agreed that counseling improves

patient compliance and increases job satisfaction. However, some pharmacists were still

uncertain about the remaining reasons given for patient counseling, namely whether

counseling could improve pharmacist-patient and pharmacist-physician relationships or could

lead to any economic advantages.

Analysis of individual items’ responses (Table 3) shows a considerable
difference in opinions and much disagreement about reasons against deciding
to counsel. Although the trend in all attitudes is towards disagreement with the
stated reasons not to counsel, one could recognize that the stated attitude is
highly desirable, and could be considered as a major factor that inhibits some
pharmacists from counseling. However, maintaining a patient medication
record and asking information about medical history does not necessarily
mean that the pharmacist adequately monitors drug information or uses the
information to appropriately counsel the patient. So it is clear that there is a
need to develop guidelines or regulations for professional-practice pertaining to
medical records, and taking medical history as far as the needs of counseling
by community pharmacist are concerned. In this context, the collaboration
between the different health care professionals can be best achieved by
electronic links between hospitals or clinics and pharmacies (Negishi et al.,
2003). Likewise, the lack of feedback from patients was another reason that
prevents some pharmacists from counseling. Clearly, the feedback from
patient is valuable for proper counseling and greatly assists in the development
of communication skills. Similarly, a slightly high level of support given for
items “I lack confidence in my knowledge” and “I do not know enough about
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drugs and their effects” were not accepted as justifiable reasons to inhibit
counseling among these pharmacists on the basis that pharmacists are
considered as experts in ensuring the rational use of drugs and in
communicating drug information to patients and other health professionals.
Apart from these reasons, other factors that contribute adversely to counseling
are presented in Table 3. In fact, these factors were generalized and can be
considered as a basis for the development of counseling and communication
skills. For testing the consistency of attitudes with counseling behaviors’ scores
regarding professional responsibilities, they were correlated with the time spent
in counseling. Even though these correlations were weak but positive (0.513),
the attitude scale stated did not explain all of the variations between
respondents. Therefore, coefficient of determination (r2) was calculated and a

value of (+ 0.263) was obtained which indicates that 26.3% variability in the
level of agreement can be accounted for by its linear relationship with time
spent in counseling. This low level of correlation illustrates that time spent in
counseling depends on other factors such as type of problems required to be
counseled for and how busy is the pharmacist. Further, the presented
orientation towards patient counseling scores revealed that the higher
respondent score, the more advice received by the patient. In addition, those
respondents with higher professional responsibilities scores were expected to
counsel more patients.

Conclusions

The appreciation of counseling community pharmacists by patients in this
study indicated ability of pharmacists to play a vital role in health education and
recognition of professional responsibilities. The results obtained showed that (i)
the communication skills are helpful to maintain good working relationship with
other health care professionals to up-date the drug information, (ii) awareness
of law may not encourage self-medication and avoid exposure to toxic
medicines, (iii) uncertainty to continue education was due to long working
hours and complexities of the schedule of duties, (iv) uncertainty also prevailed
about the importance of counseling in pharmacist-patient and pharmacist-
physician relationships and the possible economic advantages, (v) there is
often a paucity of medical history which obstructs counseling, (vi) there is a
need to develop guidelines or regulations for professional-practice pertaining to
medical records (vii) the collaboration between the different health care
professionals can be best achieved by electronic links between hospitals or
clinics and pharmacies (viii) there is a need for an in-depth study on patient’s
attitude towards community pharmacy counseling in other regions of Saudi
Arabia.
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A comparison of patients’ and pharmacists’
satisfaction with medication counseling
provided by community pharmacies:
a cross-sectional survey
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Abstract

Background: Medication counseling is a critical component of pharmaceutical care to promote the safe and
effective use of medications and to maximize therapeutic outcomes. The assessment of patients’ and pharmacists’
satisfaction with medication counseling services could be one of the vital parameters for predicting the quality of
pharmacy services. No study has measured and compared both patients’ and pharmacists’ satisfaction with medication
counseling. The objectives of this study were to describe and compare patients’ and pharmacists’ levels of satisfaction
with medication counseling services offered by community pharmacists in South Korea.

Methods: This was a descriptive, cross-sectional survey. The online survey was distributed to patients and community
pharmacists using a structured questionnaire. The questionnaires consisted of 4 main areas: (1) responders’ characteristics
(2) current state of medication counseling methods provided by community pharmacies (3) overall satisfaction with
medication counseling (4) demand for the development of medication counseling standards. A comparison between
patients and pharmacists was made using either a chi-square test or a Fisher’s exact test.

Results: Between June 13, 2014 and July 15, 2014, a total of 252 patients and 620 pharmacists completed the survey.
It was found that 47.3 % of pharmacists and 34.0 % of patients were satisfied with the current medication counseling
service. Pharmacists showed a higher degree of satisfaction with the medication counseling service compared to
patients (p <0.05). A major reason for patients not being satisfied with the medication counseling from community
pharmacists was the insufficient time spent on counseling (51.2 %). The pharmacists’ perception of a major barrier to
providing appropriate medication counseling for patients was the lack of time (24.3 %). Moreover, a substantial number
of patients (88 %) and pharmacists (73 %) supported the development of medication counseling standards to improve
community pharmacist counseling services (p < 0.001).

Conclusions: This study showed that both patients and pharmacists have low levels of satisfaction with the current
medication counseling service offered by community pharmacists. This study provides baseline data for the
development of national guidelines for medication counseling by pharmacists.
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Background
Medication counseling has become a key priority for mod-
ern community pharmacists. Modern pharmacy practices
display an evolving paradigm from traditional drug dis-
pensing to more active and expanded clinical roles, in-
cluding patient-oriented medication counseling activities
[1, 2]. Medication counseling refers to “providing medica-
tion information orally or in written form to the patients
or their representatives on directions of use, advice on side
effects, precautions, storage, diet, and lifstyle modifica-
tions”[3]. Preliminary studies showed that through medi-
cation counseling, pharmacists may identify and correct
drug-related problems, improve the patient’s knowledge
about the proper use of medicines, increase patient satis-
faction with the pharmacy service, and consequently
optimize the patient quality of care [4–6].
Satisfaction assessment is considered an important in-

dicator of the quality of the pharmacy service as it re-
flects whether the service is meeting one’s expectations
or values. There is an increasing trend to assess satisfac-
tion level when the pharmacy service has started to ex-
pand its scope of practice [7–10]. So far, previous
studies have focused on the patients’ or pharmacists’ sat-
isfaction with pharmacy services or with specific disease
management services in developed countries, which is
often difficult to generalize to other countries, such as
South Korea, where the pharmacy service is still more
likely to use the traditional role. Medication counseling
practice by community pharmacists has been studied by
performing surveys and evaluating patients’ or pharma-
cists’ satisfaction [9, 10]. Evaluating the level of satisfac-
tion with medication counseling has become one of the
pivotal components for predicting the quality of phar-
macy services [10].
In South Korea, much attention has recently been fo-

cused on the issue of medication counseling practice by
community pharmacists. Although it has been legally man-
dated that pharmacists are required to provide medication
counseling to every patient [11], pharmacists have often
failed to offer drug information to patients or only provide
brief counseling upon patient request. As a result, more-
stringent regulations were recently announced imposing
monetary penalties on pharmacists who do not provide
medication information to patients with each prescription
filled [12]. However, this mandate has not necessarily
worked as intended, and the quality and content of infor-
mation provided varies among pharmacists [13]. Although
this clearly calls for the quality assessment of medication
counseling at this point, no studies have been conducted to
evaluate the satisfaction with medication counseling by
community pharmacists. To date, no studies have com-
pared pharmacists’ and patients’ view or satisfaction with
the medication counseling practice. The feedback from a
survey could help to identify differences in levels of

satisfaction with medication counseling between pharma-
cists and patients, and could assist in pinpointing areas for
future improvement.
This study represents the first attempt to measure and

compare patients’ and pharmacists’ satisfaction with medi-
cation counseling services provided by community phar-
macists in South Korea. To evaluate the quality of current
medication counseling practice by community pharma-
cists, questionnaires are an effective means for obtaining
feedback on patients’ or pharmacists’ counseling experi-
ences. In addition, the findings of this study will provide
baseline data and strong evidence for improving the qual-
ity of medication counseling by community pharmacists.
One aim of this study was to assess and compare the

levels of satisfaction of patients and community pharma-
cists with current medication counseling. We also aimed
to examine the expectations of both patients and phar-
macists regarding the implementation of medication
counseling standards as a strategy to improve the quality
of medication counseling.

Methods
A descriptive, cross-sectional survey was designed to ex-
plore pharmacists’ and patients’ levels of satisfaction with
the current provision of medication counseling services
provided by community pharmacists in South Korea from
June 13, 2014 to July 15, 2014. The research was approved
by the Yonsei University Institutional Review Board (IRB
no. 1040917-201405-SB-170-02) and conducted in accord-
ance with the Declaration of Helsinki. Informed consent
was obtained from all participants before the adminis-
tration of the survey. Participation in this survey was
voluntary, and confidentiality was maintained through-
out the study.

Study population
The pharmacist survey was intended for pharmacists
who were currently practicing in community pharmacies
in South Korea at the time of the study. The patient
survey was intended for adults who had received medi-
cation counseling from community pharmacists. A con-
venience sampling method was employed in this survey
to facilitate the recruitment of a large sample and to at-
tract respondents from large geographical areas.

Questionnaire development
Two instruments were developed to measure the satis-
faction level of patients and community pharmacists with
the medication counseling service. Each self-administered
questionnaire was developed primarily from published lit-
erature on medication counseling and expert reviews. Prior
to data collection, the contents of the questionnaires were
reviewed by groups of pharmacy researchers and experts
for relevance, appropriateness, and acceptability. The face
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validity of the questionnaire was assessed by groups of
practicing community pharmacists and pharmacy-users for
clarity and comprehension. Then, the questionnaire was
pretested with 25 patients and 10 community pharmacists
and adjusted accordingly (the pilot sample was not included
in the study sample). Reliability assessment was computed
for the satisfaction responses to ascertain the internal
consistency of the questionnaires using Cronbach’s alpha,
which yielded 0.86 for the pharmacist survey and 0.65 for
the patient survey.
The questionnaires for the patient and pharmacist sur-

veys included four main domains:

(1) Respondents’ characteristics
(2) Current state of medication counseling methods

provided by community pharmacies
– Patient questionnaire: perceived time taken for

medication counseling, counseling method, and
source of drug information obtained

– Pharmacist questionnaire: perceived time spent
on counseling and counseling method

(3) Overall satisfaction with medication counseling
– Patient questionnaire: overall satisfaction and

reasons for dissatisfaction with medication
counseling

– Pharmacist questionnaire: overall satisfaction,
barriers to counseling patients, and reasons for
dissatisfaction with medication counseling

(4) Demand for the development of medication
counseling standards

Both the patient and pharmacist questionnaires con-
sisted of 5-point Likert scales with descriptive choices ran-
ging from “very satisfied” to “very dissatisfied” to measure
and compare the satisfaction level between patients and
pharmacists, and choices ranging from “very necessary” to
“very unnecessary” to assess the demand for the develop-
ment of medication counseling standards. Moreover, a
variety of open- and close-ended questions was included
in the questionnaires with a section to write comments.

Questionnaire distribution
A web-based survey was undertaken by both community
pharmacists and patients. Both questionnaires were dis-
tributed online using the Qualtrics software, which allows
respondents to navigate easily through a series of ques-
tions [14]. For the patient survey, an online questionnaire
was posted on social network services, such as Facebook,
Twitter, and so forth, using a hyperlink. For the pharma-
cist survey, the survey link was distributed through Pharm
Manager 2000 (Korea Pharmaceutical Information Centre,
Seoul, Korea), which is the pharmacy management soft-
ware most widely utilized in community pharmacies in
South Korea. On Qualtrics, a tool was enabled to preclude

respondents from performing multiple entries using the
same IP address and device while maintaining the ano-
nymity of respondents.

Data handling and statistical analyses
Once the survey was closed, data were downloaded from
the Qualtrics website and imported directly into SPSS
version 18.0 (SPSS Inc., Chicago, IL, USA) for analysis.
The accuracy of the gathered data was assessed by visual
inspection by two researchers who were independent of
the study. During the assessment, the researchers elimi-
nated inconsistent and unreliable answers (e.g., contra-
dictory answers or all the same answers for a series of
questions) from the final analysis. Descriptive statistics
were calculated to present the frequencies of the survey
responses. A comparison between patients and pharma-
cists was made using either a Chi-square test or a Fish-
er’s exact test. Differences between the groups were
considered statistically significant if the p-value was less
than 0.05.

Results
Survey participants
Between June 13, 2014 and July 15, 2014, a total of 252 pa-
tients and 620 pharmacists participated in this survey. For
the patient survey, of the 406 patients who opened the
survey link, 252 patients (62.1 %) completed the question-
naire (response rate: 62.1 %). One hundred and fifty-four
(37.9 %) patients were excluded because 22 had never re-
ceived medication counseling from community pharma-
cists, 20 gave inconsistent and unreliable responses (e.g.,
contradictory answers or all the same answers for a series
of questions), and 112 did not complete the questionnaire.
Thus, 252 of 406 patient surveys were included in the final
analysis. For the pharmacist survey, of the 912 pharmacists
who opened the survey link posted on Pharm Manager
2000, 620 (67.9 %) completed the questionnaire (response
rate: 68.0 %). Two hundred and ninety-two (32.0 %)
pharmacist questionnaires were excluded from the final
analysis because two had never performed counseling ser-
vices, 15 gave inconsistent and unreliable responses, and
275 did not complete the questionnaire (Fig. 1).
The characteristics of the survey respondents are shown

in Table 1. For the patient survey, most patients were
younger than 40 years (64.3 %) and female (67.1 %). For
the pharmacist survey, approximately half of the pharma-
cists was male (52.7 %), aged over 50 years (51.3 %), and
had more than 20 years (50.5 %) of professional experi-
ence. Both patients and pharmacists were from all regions
of South Korea.

Current state of medication counseling methods
With respect to the patients’ responses to the time taken
for medication counseling, 61.1 % of patients perceived
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the length of time to be < 1 min, 34.1 % perceived it to
be 1–5 min, and 4.0 % perceived it to be > 5 min. The
pharmacists reported the length of time they spent on
medication counseling per patient to be 1–5 min (64 %),
< 1 min (27.9 %), and > 5 min (6.8 %), as shown in Fig. 2.
The perceived time taken of patients and pharmacists
was significantly different (p < 0.05)
The most common method of medication counseling

reported by both patients and pharmacists was verbal
counseling (90.4 % vs. 96.2 %, p < 0.001), followed by
medication information printed on the prescription bag
(p = 0.142), additional printout or stickers (p < 0.001),
physical demonstration (p < 0.001), mobile application
(p < 0.001), or visual and auditory materials (p = 0.070)
(Table 2).
When patients had any medication-related ques-

tions, they reported that portal sites (Naver, Daum,
and Google, etc.) were the most frequent source of
drug information (51.6 %), followed by pharmacists
(27.4 %), physicians (10.7 %), medical websites (8.7 %),
and government websites (0.8 %).

Overall satisfaction with medication counseling
Only 34.0 % of patients were “satisfied” (29.0 %) or “very
satisfied” (5.0 %) with the current medication counseling
service provided by community pharmacists. Of the phar-
macists, 47.3 % were “satisfied” (40.0 %) or “very satisfied”
(7.3 %) with the medication counseling practice they pro-
vide for patients. There were significant differences be-
tween the two groups in that pharmacists showed a higher

Fig. 1 Flow chart showing selection of the study participants

Table 1 Characteristics of the patients and pharmacists

Number of patients
(%) total = 252

Number of pharmacists
(%) total = 620

Age (years)

20–29 69 (27.4) 22 (3.5)

30–39 93 (36.9) 109 (17.6)

40–49 45 (17.9) 171 (27.6)

50–59 15 (5.9) 200 (32.3)

60 or older 30 (11.9) 118 (19.0)

Gender

Male 83 (32.9) 327 (52.7)

Female 169 (67.1) 293 (47.3)

Geographic regiona

Seoul 80 (31.7) 131 (21.1)

Gyeonggi-do/Incheon 52 (20.6) 150 (24.2)

Chungcheong-do 34 (13.5) 64 (10.3)

Gyeongsang–do 49 (19.4) 185 (29.8)

Jeolla-do 34 (13.5) 17 (2.8)

Gangwon-do 1 (0.4) 64 (10.3)

Jeju Island 2 (0.8) 9 (1.5)

Years of practice

Less than 1 year - 4 (0.6)

1–4 year(s) - 37 (6.0)

5–9 years - 67 (10.8)

10–14 years - 101 (16.3)

15–19 years - 98 (15.8)

20 or more years - 313 (50.5)
aPharmacists: geographic region of practice

Fig. 2 A comparison of perceived time taken for medication counselling
between patients and pharmacists. * p< 0.05, chi-square test
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degree of satisfaction with the counseling service compared
to patients (p < 0.05) (Fig. 3). The top three reasons for pa-
tients being dissatisfied with medication counseling in-
cluded “insufficient time for counseling” (51.2 %), “use of
supplementary counseling aids” (36.0 %), and “privacy”
(11.1 %) (Table 3). For the pharmacist survey, the three
main barriers to patient counseling included “pharmacists’
lack of time” (24.3 %), “patients’ lack of time” (22.6 %), and
“low levels of patient demand and expectation” (21.6 %)
(Fig. 4). Other barriers are described in Fig. 4.
The satisfaction level was further assessed based on

the perceived time taken for medication counseling
(Fig. 5). Patients who received more than 1 min of medi-
cation counseling were significantly more satisfied than
those who received less than 1 min (p < 0.001). Pharma-
cists who spent more than 1 min on medication coun-
seling were approximately four times more satisfied with
their medication counseling practice (p < 0.001).

Demand for the development of medication counseling
standards
Although the majority of patients and pharmacists sup-
ported the development of medication counseling stan-
dards, there were significant differences between patients
and pharmacists (p < 0.001). The majority of patients
responded that it was “very necessary” (34.9 %) or “neces-
sary” (52.8 %) to develop medication counseling standards.
Over two-thirds of the pharmacists responded that it was
“very necessary” (30.0 %) or “necessary” (43.1 %) to de-
velop medication counseling standards (Table 4).

Discussion
This is the first study, to our knowledge, that has assessed
and compared patients’ and pharmacists’ levels of satisfac-
tion with medication counseling services performed by
community pharmacists in South Korea. The results of

Table 2 Current state of medication counseling methods
provided by community pharmacies

Variables Number of
Patients (%)
total = 252

Number of
Pharmacists
(%) total = 620

p-
value*

Counseling methodsa

Verbal 229 (90.4) 599 (96.2) < 0.001

Medication information printed
on the prescription bag

139 (54.8) 308 (49.4) 0.142

Additional printout or stickers 18 (7.1) 155 (24.8) < 0.001

Physical demonstration 7 (2.8) 91 (14.6) < 0.001

Mobile application 0 (0) 73 (11.8) < 0.001

Visual and auditory materials 1 (0.4) 13 (2.0) 0.070

Othersb 1 (0.4) 22 (3.5) 0.008

Missing data 2 (0.8) 6 (1.0)

Total 465 (156.7) 1261 (203.3)

Sources of drug information obtained

Portal site search (e.g., Google) 130 (51.6) -

Inquiry to pharmacists 69 (27.4) -

Inquiry to doctors 27 (10.7) -

Medical website 22 (8.7) -

Government website (e.g.,
Ministry of Food and
Drug Safety)

2 (0.8) -

Othersc 1 (0.4) -

Missing data 1 (0.4) -

Total 252 (100.0) -

*Chi-square test
aTotal percentage may exceed 100 % as participants were asked to give
multiple responses
bExample: medication calendar, labeling, etc.
cExample: package inserts

Fig. 3 A comparison of overall level of satisfaction with medication
counseling between patients and pharmacists. * p <0.05, Fisher’s
exact test

Table 3 Patients’ reasons for dissatisfaction with medication
counseling

Reasons Number of patients (%)

Pharmacists’ attitudes 17 (6.8)

Use of plain language 16 (6.3)

Content of medication information received 36 (14.3)

Insufficient counseling time 129 (51.2)

Use of supplementary counseling aids 91 (36.0)

Privacy 28 (11.1)

Total 317 (125.7)

Total percentage may exceed 100 % as participants were asked to give
multiple responses
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this study showed that the current medication counseling
service was associated with low levels of both patient and
pharmacist satisfactions. More than half of the respon-
dents in both the patient and pharmacist groups were not
satisfied with the medication counseling service and pa-
tients appeared to have less favorable views of the counsel-
ing service received from community pharmacists.
The results of this study are slightly inconsistent with

a previous study that evaluated the quality of current
medication counseling in community pharmacies. Shin
et al. [13] reported that the pharmacists’ satisfaction with
their own medication counseling was relatively less fa-
vorable (31.1 %) compared to the present study (47.3 %)
[13]. The higher degree of pharmacists’ satisfaction in

the present study may be due to the use of a different
method and the different survey content to the previous
study. Another previous study, by Van Geffen et al. [15],
evaluated patient satisfaction with counseling by phar-
macists [15]. The level of patient satisfaction with coun-
seling was inconsistent with that found in the present
study: patient satisfaction was slightly higher in the pre-
vious study compared to the present study (42.0 % vs.
31.1 %). This inconsistency could be due to the different
study setting and the selection of the patient population.
The patients’ or pharmacists’ satisfaction has a practical
implication for evaluating the quality of pharmacy ser-
vice [16]. An overall low level of satisfaction with the
medication counseling service in both groups indicates
that the quality of medication counseling does not meet
the patients’ needs and expectations. Counseling should
be more tailored to the patients’ needs. Pharmacists
need to expand their roles in supporting patients with
their medications.
The present study investigated the reasons why patients

were not satisfied with medication counseling received
from community pharmacists. The patients pinpointed
the length of counseling time as a main reason for dissat-
isfaction with the medication counseling service. Interest-
ingly, pharmacists also perceived time constraints as a

Fig. 4 Community pharmacists’ responses of perceived barriers to medication counseling. Note: Others included lack of reimbursement for
service, decreased revenue, lack of legal support, etc.

Fig. 5 A comparison of satisfaction level according to perceived
time between patients and pharmacists. * chi-square test

Table 4 Patients’ and pharmacists’ demand for the development
of medication counseling standards

Number of participants (%) p-value*

Patients Pharmacists

Very necessary 88 (34.9) 186 (30.0) < 0.001

Necessary 133 (52.8) 267 (43.1)

Neither 26 (10.3) 105 (16.9)

Unnecessary 3 (1.2) 45 (7.3)

Very unnecessary 2 (0.8) 17 (2.7)

Total 252 (100.0) 620 (100.0)

*Chi-square test

Yang et al. BMC Health Services Research  (2016) 16:131 Page 6 of 8



major barrier to delivering effective medication coun-
seling practice, which was similar to previous studies
[13, 17, 18]. The role of pharmacists is dominated by
dispensing and checking the high volume of prescrip-
tions in South Korea. With the emphasis on the pharma-
cist’s responsibility for medication counseling, pharmacists
have an increased workload and increased job stress levels,
which may contribute to the poor performance of pharma-
cists as well as the poor quality of the pharmacy service
[19]. Effective solutions for alleviating the pharmacists’ time
constraint issue include the improvement of pharmacy
staffing levels and optimal time management [19, 20]. The
pharmacy staffing levels can be improved by adequately re-
imbursing pharmacists for the time spent on medication
counseling [21]. Additionally, it is important for pharma-
cists to plan strategies for time management to overcome
job stress and to aid the accomplishment of their responsi-
bilities more efficiently. Optimal time management will
allow pharmacists to spend more time interacting and com-
municating with the patient, thereby improving the quality
of the pharmacy service. The majority of pharmacists
perceived that they spent 1–5 min counseling patients,
whereas the majority of patients reported that the
length of time taken for medication counseling was less
than 1 min. As the length of time taken for counseling
increased, the levels of patient and pharmacist satisfac-
tion significantly increased, which may be related to an
increased amount of relevant information imparted to
patients with increased counseling time. The provision
of better levels of information has been associated with
an increased satisfaction level [22, 23]. Thus, pharma-
cists should attempt to allocate sufficient time to de-
liver effective medication counseling to patients.
It is important for pharmacists to provide appropriate,

clear, and relevant information to patients about their
medications. Given the advertising of medications in the
media and easy access to medical information on web-
sites, patients were most likely to rely on portal sites first
to search for medication information before they asked
pharmacists, as shown in the present study. Even though
the patients’ satisfaction with the pharmacists’ performance
of medication counseling was low in the present study, the
pharmacists were still considered a reliable source for pa-
tients when seeking medication information. Pharmacists
are in a unique and readily available position to answer pa-
tients’ concerns and inquiries about their medications that
they may read about or hear about from others.
The present study also suggested that national guidelines

for medication counseling standards or protocols should
be implemented and developed for effective medication
counseling in addition to verbal counseling. Even though a
new pharmaceutical affair law reinforces pharmacist coun-
seling practices, the contents of medication information
that pharmacists should provide to patients was lacking

and often varied from pharmacist to pharmacist. This
clearly calls for the contents of medication information to
be standardized in a more patient-oriented direction or as
user-tailored content. Based on the medication counseling
standards, pharmacists could use their expertise in deter-
mining which information should be provided to each pa-
tient, with the expectation of improving the quality of
medication counseling. The U.S. Food and Drug Adminis-
tration has already published Medication Guides, which
are paper handouts that contain information for patients
on how to use a medication safely [24]. The guides are dis-
tributed with many prescription drugs that pharmacists
dispense to patients. As shown in previous studies, provid-
ing structured and standardized written information in
addition to verbal counseling can help patients or their
caregivers to better understand their medications [25, 26].

Conclusions
The findings of this study should be interpreted with
some limitations. There is potential bias associated with
the convenience sampling method, which may reduce
the generalizability of this study. However, convenience
sampling was employed in the present study in order to
recruit as many respondents as possible from a wide
geographical area. Another limitation is the question-
naire distribution method used in this study. As this
survey was carried out via the Internet, the access to
the survey may have been limited for elderly people
who may have a different experience and expectation of
the service. Patients older than 50 years were under-
represented in this study, which may have been due to
selection bias. Moreover, the responses of patients and
pharmacists relied on their ability to recall information
and experiences of medication counseling practices,
which may have resulted in recall bias.
Despite these limitations, this survey has provided use-

ful insight into the current state of medication counsel-
ing practices and satisfaction levels of both patients and
pharmacists. The low satisfaction levels of patients and
pharmacists may reflect the low quality of medication
counseling currently provided in community pharmacies
in South Korea. Both the patient and pharmacist groups
greatly supported the implementation of a national level
of medication counseling standards as one of the strat-
egies to improve the quality of pharmacy services. Con-
sequently, this study provides baseline data for the
construction of strategies to improve pharmacist medi-
cation counseling services in South Korea.

Ethics approval and consent to participate
The research was approved by the Yonsei University
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Current Research ProjectRisk-informed Interventions in Community Pharmacy: Implementation and Evaluation

Three interventions

• Scripted mandatory patient counseling for targeted high-alert medications
• Readiness assessment for bar-coding technology
• Risk assessment/intervention scorecard 

Slide 3

Prior Study Aims

Using Risk Models to Identify and Prioritize Outpatient

High-Alert Medications

• Identify a list of high-alert medications dispensed from community pharmacies 
◦ Available error data, ISMP surveys, review of literature, litigation data,
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• Develop comprehensive risk models for four high-alert medications (ST-PRA) using model building teams with 
facilitators 

◦ Warfarin, fentanyl transdermal, insulin analogs, methotrexate oral
• Identify error pathways that have the highest probability of causing harm (fault trees)
• Identify and determine the impact of approaches for eliminating or reducing the risk of harm 

Slide 4

High-Alert Medications

Drug Class/Category

• Antiretroviral agents
• Chemotherapy, oral
• Hypoglycemic agents, oral
• Immunosuppressant agents
• Insulin
• Opioids, all formulations
• Pregnancy category X drugs
• Pediatric liquid medications that require measurement

Individual Drugs

• Carbamazepine
• Chloral hydrate liquid 

◦ Sedation of children
• Heparin 

◦ Unfractionated/low-molecular weight
• Methotrexate 

◦ Non-oncologic use
• Midazolam liquid 

◦ Sedation of children
• Propylthiouracil
• Warfarin 
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Socio-Technical Probabilistic Risk Assessment (ST-PRA)

• Models combinations of failures that lead to undesirable consequence (Relex software)
• Used in other industries
• Differs from FMEA, which analyzes each failure separately, never in combination (pharmacy dispensing 

process)
• Begins by defining the "top-level event" (PADE) 

◦ Medication dispensed to wrong patient at point of sale
◦ Patient given wrong dose of warfarin

• Uses experienced modeling team to yield probability estimates of "basic events" 

Slide 6

Socio-Technical Probabilistic Risk Assessment (ST-PRA)

• Risk model includes effects of: 
◦ Human error
◦ Socio-technical aspects 

◾ At-risk behaviors and procedural deviations
◾ Mechanical/technology failures
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• Some data readily available in community pharmacies 
◦ Rx volume, exposure rates, technologies and percent of use, computer alerts followed, presence of 

certain steps or processes like use of drive through window, availability of 24 hr pharmacy, opening bag 
at P.O.S. 
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Example of ST-PRA Fault Tree Risk Model

An image of the ST-PRA Fault Tree Risk Model is shown. 
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Human Error Probabilities

ST-PRA uses probability estimates to quantify risk

• Unfamiliar task performed at speed/no idea of consequences 5:10
• Task involving high stress levels 3:10
• Complex task requiring high comprehension and skill 15:100
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• Select ambiguously labeled control/package 5:100
• Failure to perform a check correctly 5:100
• Error in routine operation when care required 1:100
• Well designed, familiar task under ideal conditions 4:10,000
• Human performance limit 1:10,000 
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Performance shaping factors that impact on probability of error in community pharmacy

• Task complexity
• Information complexity
• Work environment
• Stress
• Time urgency
• Training/experience
• Familiarity with task
• Design of labels
• Clarity of handwritten prescriptions
• Look-alike drug names or packages 
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Insulin Analog Data Entry Error (wrong drug)

• Start 
◦ 1 data entry error per 100 prescriptions

• Capture 
◦ 96% errors captured

• Risk (PADEs that reach patients) 
◦ 3 wrong drug errors per 10,000 prescriptions 

◾ 2,200 errors annually (chains in study)
◾ 6,400 errors annually (national) 
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Insulin Analog Data Entry Error (wrong drug)

• Interventions 
◦ Use of tall man letters to distinguish products 

◾ 50% improvement
◦ Increase patient counseling from 30% to 80% 

◾ 67% improvement
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◦ Conduct a second redundant data entry verification during product verification 
◾ 50% improvement

◦ All three interventions 
◾ 95% improvement
◾ 3/10,000 to 1/1 million errors that reach patients 

Slide 12

Fentanyl Patches Prescribing Errors (wrong dose)

• Start 
◦ 1 dose error per 1,000 prescriptions

• Capture 
◦ 27% errors
◦ Lack of information about opioid tolerance, indication

• Risk (PADEs that reach patients) 
◦ 7 dose errors per 10,000 prescriptions 

◾ 1,000 errors annually (chains in study)
◾ 3,400 errors annually (national) 

Slide 13

Page 8 of 20Risk-Informed Interventions in Community Pharmacy: Implementation and Evaluation (T...

8/24/2016http://archive.ahrq.gov/news/events/conference/2009/cohen/index.html



Fentanyl Patches Prescribing Errors (wrong dose)

• Interventions 
◦ Increase in patient counseling from 10% to 80% and increase ability to detect inappropriate doses 

during counseling session 
◾ 64% improvement

◦ Conduct an intake history of opioid use at drop-off 
◾ 40% improvement (tested with 20% implementation)

◦ Both interventions 
◾ 78% improvement 

◾ 7/10,000 to 1/10,000 errors that reach patients 
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Warfarin Filling Errors (drug/dose)

• Start 
◦ 1 drug selection error per 1,000 prescriptions
◦ 1 dose selection error per 10 prescriptions

• Capture 
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◦ 99.9% errors
◦ Consistent use of bar-coding technology

• Risk (PADEs that reach patients) 
◦ 9 wrong drug errors/1 billion prescriptions 

◾ 1 error every 14 years (chains in study only)
◦ 9 wrong dose errors/10 million prescriptions 

◾ 7 errors annually (chains in study only) 
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Warfarin Filling Errors (drug/dose)

• Interventions 
◦ Increase patient counseling from 30% to 80% 

◾ 67% improvement 
◾ 9/1 billion to 3/1 billion errors reach pt (drug)
◾ 9/10 million to 3/10 million errors reach pt (dose)

◦ Eliminate bar-coding technology 
◾ (95,340%) reduction in safety

◦ Eliminate pill image on the product verification screen 
◾ (334%) reduction in safety

◦ Eliminate bar-coding and pill image 
◾ (445,000%) reduction in safety 

◾ 9/1 billion to 4/100,000 errors that reach pt (drug)
◾ 9/10 million to 4/1,000 errors that reach pt (dose) 
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All Medications Point of Sale Error (wrong patient)

• Start 
◦ Due to bagging error (4 per 10,000 prescriptions)
◦ Due to misidentification of bag or patient (3 per 1,000 prescriptions)

• Captured 
◦ 64% errors captured

• Risk (PADEs that reach patients) 
◦ 1 error per 1,000 prescriptions 

◾ 1.3 million errors annually (chains in study)
◾ 4 million errors annually (national) 
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All Medications Point of Sale Error (wrong patient)

• Interventions 
◦ Increase patient counseling from 30% to 50% 

◾ 27% improvement
◦ Open the bag at the POS 
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◾ 56% improvement
◦ Increase compliance with ID process from 50% to 80% 

◾ 34% improvement
◦ All three interventions together 

◾ 86% improvement
◾ 1/1,000 to 2/10,000 errors that reach patients 
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Current Research Project

Risk-informed Interventions in Community Pharmacy: Implementation and Evaluation

• Scripted mandatory patient counseling 
◦ Warfarin
◦ Fentanyl patches
◦ Methotrexate
◦ Insulin analogs
◦ Low-molecular weight heparin*
◦ Hydrocodone and oxycodone (with acetaminophen) - top 200*

• Readiness assessment for bar-coding technology
• Risk assessment/intervention scorecard using risk models from first study: HAMERS tool

* Added to increase frequency of observation of counseling sessions

Slide 19
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Intervention 3: HAMERS (High-Alert Medication Error Risk Scorecard)

• ST-PRA models translated into practical assessment tool and scorecard
• Tool Kit will include: 

◦ Introduction
◦ Key learning from risk models (prior study)
◦ User instructions
◦ HAMERS tool 

◾ Scorecard with qualitative (distribution of risk) and quantitative (PADE rates) information
◾ Tool calculations driven by reports from original risk models

Slide 20

Intervention 3: HAMERS

Inputs

• Set-up questions 
◦ Relevance: Would the step provide capture opportunity?
◦ System attributes: Require data entry verification for pharmacists?
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◦ Availability: Use bar-coding technology? Specific computer alerts?
◦ Prescription volumes?

• Exposure rates 
◦ Frequency of pharmacists/technicians entering prescriptions?

• Capture opportunities 
◦ What percent of errors will be caught during this step?

• At-risk behaviors 
◦ Frequency of choosing not to ask patient for second identifier?

• Human errors 
◦ Frequency of forgetting to read back an oral prescription?

Slide 21

Intervention 3: HAMERS

Outputs

• Scorecard that quantifies the risk of specific PADEs
• Bar-graph that shows distribution of risk 

◦ Which elements contribute most to the PADE?
• Menu of interventions to reduce risk 

◦ Pharmacy chooses from the menu of interventions
◦ Pharmacy makes changes to inputs based on the planned interventions
◦ Pharmacy receives a revised scorecard that quantifies improvements based on planned interventions 

◾ "If (intervention) is implemented, then risk that the PADE will reach the patient is ___%."
◾ If risk factor is (increased/decreased) by __%, risk that the PADE will reach the customer is 

reduced to __%."
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Intervention 3: HAMERS

• Tool can be used to measure risk within dispensing system for any medication or most types of errors/ PADEs 
◦ Focus on high-alert medications
◦ Can measure risk of not capturing prescribing errors
◦ Cannot measure risk of patient self-administration

• Limited menu of interventions 
◦ General in nature
◦ Specific to high-alert medications
◦ Include all tested interventions from prior study and others

Slide 23

Intervention 1: Patient Counseling

• Pre-intervention observation in pharmacies 
◦ 50 observations completed
◦ 4 states 

◾ 2 states with mandatory counseling
◾ 2 states with mandatory offer to counsel
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◦ Preliminary findings 
◾ No counseling in states with "offer" to counsel 

◾ Counseling for OTCs more common than for prescription drugs
◾ More frequent counseling in states with mandatory counseling 

◾ Differences between state enforcement of counseling
◾ Not covering information linked to PADEs

Slide 24

Intervention 1: Patient Counseling

• Implementation Tool Kit 
◦ Scripted counseling materials, checklists, health questions
◦ Consumer handouts about targeted drugs 

◾ Specifically targets known causes of PADEs
◦ Consumer outreach materials to promote counseling 

◾ Availability on http://www.consumermedsafety.org
◦ Model state regulations for requiring/limiting mandatory counseling for high-alert drugs
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An image of a drug brochure for Fentanyl is shown.

Slide 26

An image of a drug brochure for Warfarin is shown.
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An image of a drug brochure for Humalog is shown.
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An image of a drug brochure for Methotrexate is shown.
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Intervention 1: Patient Counseling

Measures

• Self-administered surveys to patients 
◦ Perception of counseling encounter/value of handouts
◦ Increase understanding?
◦ Result in new information?
◦ Result in changed behavior?
◦ Reduce risk of self-administration error?
◦ Treatment for PADE?
◦ Toll-free number to call research team 

◾ Incentives to send back survey
• Self-administered surveys to pharmacists 

◦ Perceived value and impact of counseling
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Intervention 1: Patient Counseling
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Measures (cont'd)

• Post-implementation observation 
◦ Detection of prescribing or dispensing errors
◦ Detection of potential self-administration errors
◦ Barriers to counseling
◦ Factors that facilitate counseling
◦ Quality of counseling sessions

Slide 31

Intervention 2: Bar-coding Readiness Assessment

• 46-50% of community pharmacies in the US do not use barcode technology for product verification
• 100 pharmacies participating in the study
• Survey to determine why non-users are still non-users
• Phase 1 

◦ 100 pharmacies will complete the assessment and submit findings
◦ Pharmacies will complete survey to measure perceived value

• Phase 2 
◦ Pharmacies from Phase 1 that have since implemented bar-coding will complete survey to measure 

actual value

Current as of December 2009
Internet Citation: Risk-Informed Interventions in Community Pharmacy: Implementation and Evaluation (Text Version). 
December 2009. Agency for Healthcare Research and Quality, Rockville, MD. 
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NEW FEDERAL RULE REQUIRES ‘MEANINGFUL ACCESS’ 

FOR CUSTOMERS WITH LIMITED ENGLISH PROFICIENCY 

 A new rule issued by the U.S. Department of Health and Human Services requires 
pharmacies to provide “meaningful access” to customers with limited English proficiency – 
including posting taglines written in at least 15 languages advising the public that interpreter 
and translation services are available free of charge. 

 The regulation implements Section 1557 of the Affordable Care Act, which forbids 
discrimination in health care on the basis of race, color, national origin, age, disability and sex. 
The rule went into effect on July 18. 

 A key section of the new regulation requires pharmacies to take reasonable steps to 
provide “meaningful access” for individuals whose primary language is not English and who 
have limited ability to read, write, speak or understand English. In such cases, pharmacies must 
offer an interpreter for oral communications and a translator for written paper or electronic 
communications. 

 The rule also spells out requirements for posting (1) a comprehensive notice of 
nondiscrimination; (2) a nondiscrimination statement, which is a single statement that the 
pharmacy does not discriminate on the basis of race, color, national origin, sex, age or disability 
in its health programs and activities; and (3) taglines, which are short statements written in 
non-English languages indicating that language assistance services are available at no cost.  

Within 90 days of the effective date of the rule, a pharmacy must post a notice of 
nondiscrimination and taglines in conspicuous public areas, on its website and on significant 
publications and communications targeted to beneficiaries, enrollees, applicants and the public. 
Taglines must be written in at least the top 15 languages spoken in California by people with 
limited English proficiency. 

Also within 90 days of the effective date of the rule, pharmacies must post a 
nondiscrimination statement and taglines written in the top two languages spoken in California 
by people with limited English proficiency in significant publications and communications that 
are small in size, such as postcards and tri-fold brochures. 

HHS has posted samples of notices of nondiscrimination, nondiscrimination statements 
and taglines in English and 64 other languages on its website. A sample tagline in Spanish: 
ATENCIÓN: Si habla español, tiene a su disposición servicios gratuitos de asistencia linguística. 
Llame al 1-XXX-XXX-XXXX (TTY: 1-XXX-XXX-XXXX). 

 

https://www.federalregister.gov/articles/2016/05/18/2016-11458/nondiscrimination-in-health-programs-and-activities#sec-92-201%20
http://www.hhs.gov/civil-rights/for-individuals/section-1557/translated-resources/index.html


 

The implementation rule also spells out other requirements for providing meaningful 
access for individuals with limited English proficiency, including restrictions on who may serve 
as an interpreter. Pharmacies cannot require an individual to provide his or her own 
interpreter, nor use staff employees who are not qualified as interpreters. In addition, 
pharmacies cannot rely on an accompanying adult or minor child to interpret, unless the 
customer specifically asks that the adult act as an interpreter. 

 The new federal rule pre-empts California Code of Regulations section 1707. 6, which 
requires pharmacies to post “Point to Your Language” notices informing customers that free 
interpreter services are available in 12 specific languages: Arabic, Armenian, Cambodian, 
Cantonese, Farsi, Hmong, Mandarin, Russian, Spanish, Tagalog and Vietnamese. The California 
State Board of Pharmacy is taking steps to bring state regulations into harmony with the federal 
regulation. 

### 
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Federal Nondiscrimination Regulation Imposes Key 
Requirements on Pharmacies 
July 08, 2016
Beginning July 18, pharmacies will be required to abide by rules that regulate discriminatory 
behavior and practices

Beginning July 18, pharmacies will be required to abide by rules that regulate 
discriminatory behavior and practices, such as refusing to provide adequate language assistance services to customers with 
limited English proficiency or refusing to dispense medications for gender transitions. Infractions under the regulation, issued 
by the U.S. Department of Health and Human Services (HHS) and its Office of Civil Rights (OCR), could result in civil 
lawsuits against pharmacies.  To help pharmacists adhere to the Nondiscrimination Regulation, APhA has developed an 
overview of requirements and a more detailed summary that highlights key aspects of the rule and requirements relevant to 
pharmacists.

The rule, which implements Section 1557 of the Affordable Care Act’s prohibition on sex discrimination, requires health care 
entities receiving federal financial assistance, such as those that accept Medicaid and Medicare, to engage in practices 
designed to prevent discrimination on the basis of age, race, color, nationality, or gender, including gender identity.

At the heart of the rule are requirements that pharmacies take reasonable steps to provide meaningful access to individuals 
with limited English proficiency or a disability, particularly the blind and deaf. Measures to address this include requiring 
pharmacies to display posters and notices informing patients that it will make available language assistance to patients who 
need it. HHS will make the notices available online, which will already be translated into several languages to ease costs and 
help health care entities comply.

In addition to providing free services and materials for people with limited English proficiency or disabilities, other steps that a 
health care entity has to comply with as part of its financial assistance application include proof that it is informing the public 
on how to obtain aids and services, contact methods for the employee responsible for compliance, the availability of a 
grievance procedure, and OCR’s contact information for discrimination complaints.

“APhA appreciates efforts to improve access and patient involvement in their care,” said Thomas Menighan, BSPharm, MBA, 
ScD (Hon), FAPhA, American Pharmacists Association Executive Vice President and CEO. We encourage pharmacists to 
review the requirements of the rule and consider working collaboratively to consider solutions to satisfy the requirements of 
the rule.”

To learn more about the nondiscrimination measures, please go to the Final Rule.
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Federal nondiscrimination regulation imposes key 
requirements on pharmacies 
July 01, 2016
Most of the provisions relevant to pharmacies take effect July 18

On May 18, the U.S. Department of Health & Human Services (HHS) and its Office of Civil 
Rights released the Nondiscrimination in Health Programs and Activities Final Rule. 
According to HHS, under the Rule, individuals are protected from discrimination in health coverage and care on the basis of 
race, color, national origin, age, disability, and sex, including discrimination based on pregnancy, gender identity, and sex 
stereotyping.

In addition to implementing Section 1557 of the Affordable Care Act’s prohibition on sex discrimination, the Final Rule also 
enhances language assistance for people with limited English proficiency and helps to ensure effective communication for 
individuals with disabilities. This regulation is applicable to health care entities and providers receiving federal funds from 
HHS, such as health insurers, hospitals, physicians, and pharmacies.

Most of the provisions relevant to pharmacies take effect on July 18, 2016.

Key requirements for covered entities (i.e., pharmacies): 

The compliance date of the below requirements is July 18, 2016, unless otherwise noted. 

1.     Designation of responsible employee (only if the covered entity has 15 or more employees)

-        Tip: Pharmacies that have a designated employee to satisfy standards under Section 504 or Title IX may 
use that individual to comply with Section 1557.

2.     Adoption of grievance procedures (only if the covered entity has 15 or more employees)

-        Tip: Pharmacies that have a grievance procedure to satisfy standards under Section 504 may use that 
procedure to address disability claims under Section 1557 and all other Section 1557 claims, provided that the 
entity modifies the procedure to apply to race, color, national origin sex, and age discrimination.

-        Useful resource: Example of a Section 504 grievance procedure that incorporates due process standards 
(http://www.hhs.gov/civil-rights/for-providers/clearance-medicare-providers/section-504-grievance-
procedure/index.html) 

3.     File assurance of compliance form when applying for federal funding 

-        Useful resource: Assurance of compliance form (HHS 690 Form): 
http://www.hhs.gov/sites/default/files/hhs-690.pdf

4.     Training (encouraged, not required)

-        Useful resource: To facilitate training that covered entities choose to provide, OCR will make available a 
training curriculum, and will engage in outreach and technical assistance to promote understanding of and 
compliance with the final rule (as of May 25, this resource has not been made available).

5.     Notices of nondiscrimination and taglines (pharmacies must comply within 90 days of the rule’s July 18 effective 
date):

-        Covered entities must give notice regarding nondiscrimination and available services in conspicuous 
physical locations (i.e., in store), online (if applicable) and in substantial publications, including small-sized 
publications.

-        15 taglines must be included in notices in physical locations, online, and substantial publications. (Taglines 
mean short statements written in non-English languages that indicate the availability of language assistance 
services free of charge.)

-        2 taglines must be included in notices in small-sized substantial publications

-        Tip: May combine the notice’s content with the content of other notices
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-        Useful Resource: Translated materials for covered entities (http://www.hhs.gov/civil-rights/for-
individuals/section-1557/translated-resources/index.html)

6.     Take reasonable steps to provide meaningful access, free of charge and in a timely manner, for individuals with 
limited English proficiency (LEP) 

-        Covered entity cannot: require a LEP individual to provide his/her own interpreter; rely on an adult 
accompanying an individual with LEP to interpret or facilitate communication (exceptions for emergencies and 
specific requests); rely on staff other than qualified bilingual/multilingual staff to communicate directly with LEP 
individuals

-        Tip: Although individuals with LEP are not required to accept language assistance services, covered 
entities should document when such services are offered and the patients refuses them.

-        Resource: HHS Language Access Plan (2013) http://www.hhs.gov/sites/default/files/open/pres-
actions/2013-hhs-language-access-plan.pdf (referenced in the Final Rule) 

-        Note: Language access plan is not required, but APhA strongly encourages covered entities to develop 
a language access plan to limit gaps in access and help prevent discrimination claims

7.     Take reasonable steps to provide meaningful access, free of charge and in a timely manner to provide effective 
communication for individuals with disability. 

8.     Must make accessible electronic and information technology programs or activities to individuals with disabilities 
unless there are undue financial and administrative burdens or a fundamental alteration in the nature of the health 
program or activity.

9.     Must make reasonable modifications when necessary to avoid discrimination on the basis of disability.

Here is more detailed information about the Final Rule and requirements for pharmacies.

Nothing in this document should be perceived as legal advice; available for informational purposes only.

Jenna Ventresca, JD, APhA Associate Director of Health Policy

Advertisement
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New Federal Nondiscrimination Regulation Imposes Requirements on Pharmacies 

On May 18, HHS and its Office of Civil Rights released the Nondiscrimination in Health 

Programs and Activities Final Rule. According to HHS, under the Rule, individuals are protected 

from discrimination in health coverage and care on the basis of race, color, national origin, age, 

disability and sex, including discrimination based on pregnancy, gender identity and sex 

stereotyping. In addition to implementing Section 1557 of the Affordable Care Act’s prohibition 

on sex discrimination, the Final Rule also enhances language assistance for people with limited 

English proficiency and helps to ensure effective communication for individuals with disabilities. 

This regulation is applicable health care entities and providers receiving federal funds from HHS, 

such as health insurers, hospitals, physicians and pharmacies.  Most of the provisions relevant to 

pharmacies take effect on July 18, 2016. 

Compliance and Notice Requirements. The Final Rule requires entities to file an assurance of 

compliance (form HHS-690) as a condition of any application for Federal financial assistance1 

and to take continuous steps to notify the public regarding the following: (1) the entity does not 

discriminate; (2) the entity can provide free services and materials for those with limited English 

proficiency or a disability; (3) how to obtain aids and services; (4) contact method for the 

employee responsible for compliance; (5) the availability of a grievance procedure; and (6) 

OCR’s contact information for discrimination complaints.  Posting of such information must be 

in conspicuous physical locations, on entities’ websites and in significant public 

communications. Translated resources made available by HHS for the purpose of satisfying 

notice requirements are available here. 

Individuals with Limited English Proficiency (LEP).  Covered entities must take reasonable 

steps to provide meaningful access for each LEP individual eligible to be served or likely 

encountered. The Proposed Rule listed relevant factors to consider when determining whether 

language obligations have been satisfied. The Final Rule only specifies one relevant factor - 

whether or not the entity had an effective and appropriate written language access plan.  

Although such a plan is not explicitly required by the Final Rule, APhA strongly encourages 

pharmacies to develop such plans to establish a framework to provide health care and services 

non-discriminatorily and the reasonable steps that will be taken to provide access to persons with 

LEP. HHS notes that substantial weight will be given to the nature and importance of the 

                                                           
1 Nondiscrimination in Health Programs and Activities; Final Rule, 42 C.F.R. 92, §92.4 (2016) stating. “Federal 

financial assistance. (1) Federal financial assistance means any grant, loan, credit, subsidy, contract (other than a 

procurement contract but including a contract of insurance), or any other arrangement by which the Federal 

government provides or otherwise makes available assistance in the form of: (i) Funds; (ii) Services of Federal 

personnel; or (iii) Real and personal property or any interest in or use of such property, including: (A) Transfers or 

leases of such property for less than fair market value or for reduced consideration; and (B) Proceeds from a 

subsequent transfer or lease of such property if the Federal share of its fair market value is not returned to the 

Federal government. (2) Federal financial assistance the Department provides or otherwise makes available includes 

Federal financial assistance that the Department plays a role in providing or administering, including all tax credits 

under Title I of the ACA, as well as payments, subsidies, or other funds extended by the Department to any entity 

providing health-related insurance coverage for payment to or on behalf of an individual obtaining health related 

insurance coverage from that entity or extended by the Department directly to such individual for payment to any 

entity providing health-related insurance coverage.” 

https://www.federalregister.gov/articles/2016/05/18/2016-11458/nondiscrimination-in-health-programs-and-activities#sec-92-201%20
http://www.hhs.gov/sites/default/files/hhs-690.pdf
http://www.hhs.gov/civil-rights/for-individuals/section-1557/translated-resources/index.html
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program or activity and the particular communication in relation to whether language obligations 

have been satisfied.   

The Final Rule reiterates that covered entities may not rely on family members, friends, and 

minor children to provide interpretation services.  In addition, the Final Rule describes the skills 

needed for on-site staff able to provide interpretive services (i.e. qualified bilingual/multilingual 

staff standard). The Final Rule provides exceptions to these prohibitions, clarifies that the 

individual with LEP is not required to accept language assistance services2 and encourages staff 

to record when language assistance services were offered and denied.   

The Final Rule does not set thresholds for the number of languages assistance services that must 

be provided but does set a threshold for taglines — short statements written in non-English 

languages that indicate the availability of language assistance services free of charge.  Covered 

entities must supply taglines in at least the top 15 languages spoken by limited English proficient 

populations statewide.   

Individuals with disabilities.  Covered entities must provide effective communications with 

individuals with disabilities and must adhere to federal law and standards of Title II of the 

Americans with Disabilities Act (ADA), which are more stringent standard.  Under the Final 

Rule, covered entities must provide auxiliary aids and services to individuals with impaired 

sensory, manual or speaking skills, and certain facilities will need to conform for ADA 2010 

accessible design standards.  The rule does not adopt specific technology standards but does 

require covered entities to ensure that programs and activities provided in electronic or 

information technology are accessible to individuals with disabilities unless doing so would pose 

undue financial/administrative burden and would result in a fundamental alteration in the nature 

of the program or activity.  If such conditions occur, the entity must provide information in 

another format that strives to ensure that individuals with disabilities have access to the services 

or benefits.  

Sexual Orientation.  The proposed rule does not resolve whether there is a prohibition of 

discrimination based on sexual orientation, but OCR will evaluate sexual orientation 

discrimination complaints to determine whether they involve discriminatory stereotyping of 

sexual attraction or behavior.  

Exceptions to the discrimination rule.  The proposed rule does not answer whether an 

exception exists for discrimination rooted in religious beliefs.  

Enforcement. OCR will enforce section 1557 using the procedures detailed in Title VI of the 

Civil Rights Act.  However, the procedures of the Age Act will be used in issues regarding 

                                                           
2 Language assistance services may include, but are not limited to: 

(1) Oral language assistance, including interpretation in non-English languages provided in-person or remotely by a 

qualified interpreter for an individual with limited English proficiency, and the use of qualified bilingual or 

multilingual staff to communicate directly with individuals with limited English proficiency; 

(2) Written translation, performed by a qualified translator, of written content in paper or electronic form into 

languages other than English; and 

(3) Taglines. 



 
 

The information in this document is for informational purposes only and should not be construed as legal 

advice or opinion.  

 

age discrimination.  Covered entities must provide OCR with requested information in a 

timely manner or be at risk of being found in noncompliance. In such circumstances, OCR can 

apply enforcement tools, including suspension or termination of funding.  Although OCR has 

discretion when evaluating efforts entities have taken to maintain and achieve compliance, 

good faith attempts are not a defense.  

In addition to OCR’s authority, individuals may sue directly under section 1557 in federal 

court, and compensatory damages are available in such actions. 

Discrimination by insurers and in employee health benefit programs.  The proposed rule 

also addresses discrimination by insurers and employee health benefit programs.  

More information regarding the Final Rule is available here.  

 

Summary of Key Requirements Affecting Pharmacies:  

The compliance date of the below requirements is July 18, 2016 unless otherwise noted.  

1. Designation of responsible employee (only if the covered entity has 15 or more employees) 

- Must designate at least one employee to coordinate its efforts to comply with and 

carryout out Section 1557 and this regulation’s requirements, including investigation of 

any grievance or allegation that action would be prohibited by Section 1557 or this 

regulation)  

- Tip: Pharmacies that have a designated employee to satisfy standards under Section 504 

or Title IX may use that individual to comply with Section 1557 

 

2. Adoption of grievance procedures (only if the covered entity has 15 or more employees) 

- Must adopt grievance procedures that incorporate appropriate due process standards and 

that provide for the prompt and equitable resolution of grievances alleging any action that 

would be prohibited by Section 1557 or this regulation) 

- Tip: Pharmacies that have a grievance procedure to satisfy standards under Section 504 

may use that procedure to address disability claims under Section 1557 and all other 

Section 1557 claims, provided that the entity modifies the procedure to apply to race, 

color, national origin sex, and age discrimination 

- Resource: Example of a Section 504 grievance procedure that incorporates due process 

standards (http://www.hhs.gov/civil-rights/for-providers/clearance-medicare-

providers/section-504-grievance-procedure/index.html)   

 

3. File assurance of compliance form when applying for federal funding  

- Will be revised to include all civil rights law which covered entities must comply  

- Resource: Assurance of compliance form (HHS 690 Form): 

http://www.hhs.gov/sites/default/files/hhs-690.pdf  

 

4. Training (encouraged, not required) 

http://www.hhs.gov/civil-rights/for-individuals/section-1557/index.html
http://www.hhs.gov/civil-rights/for-providers/clearance-medicare-providers/section-504-grievance-procedure/index.html
http://www.hhs.gov/civil-rights/for-providers/clearance-medicare-providers/section-504-grievance-procedure/index.html
http://www.hhs.gov/sites/default/files/hhs-690.pdf
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- Covered entities are encouraged, but not required, to train employees periodically on 

compliance with Section 1557. In the assumptions of the proposed rule, used to 

determine cost, it assumes that employers are most likely to train employees who interact 

with the public which is estimated to be 50% of employees.  Pharmacists are included in 

the pool of staff anticipated to need training.  

- Useful resource: To facilitate training that covered entities choose to provide, OCR will 

make available a training curriculum, and will engage in outreach and technical 

assistance to promote understanding of and compliance with the final rule (as of 5/25 this 

resource has not been made available) 

 

5. Notices of nondiscrimination (a), taglines (b), and significant publications and 

communications (c & d)  [Pharmacies must comply within 90 days of the rule’s July 18 

effective date]: 

a. Notice of nondiscrimination: Must be placed in conspicuous physical locations where 

the entity interacts with the public (i.e. in store) and in a conspicuous location on the 

covered entity’s website accessible from the home page of the covered entity’s 

website – the notice posting must adhere to the following:  

(1) the covered entity does not discriminate on the basis of race, color, national 

origin, sex, age or disability in its health programs and activities; 

(2) the covered entity provides appropriate auxiliary aids and services, including 

qualified interpreters for individuals with disabilities and information in alternate 

formats, free of charge and in a timely manner, when such aids and services are 

necessary to ensure an equal opportunity to participate to individuals with 

disabilities;  

(3) the covered entity provides language assistance services, including translated 

documents and oral interpretation, free of charge and in a timely manner, when 

such services are necessary to provide meaningful access to individuals with 

limited English proficiency;   

(4) how to obtain aforementioned aids and services;  

(5) an identification of, and contact information for, the responsible employee 

(required if there are 15 or more employees);  

(6) the availability of a grievance procedure and how to file a grievance; and  

(7) how to file a discrimination complaint with OCR. 

b. Taglines3: Must be in at least the top 15 languages spoken by individuals with limited 

English proficiency of the relevant State or States 

Tagline example: ATTENTION: If you speak [insert language], language 

assistance services, free of charge, are available to you. Call 1-xxx-xxx-xxxx 

(TTY: 1-xxx-xxx-xxxx). 

                                                           
3 Taglines mean short statements written in non-English languages that indicate the availability of language 

assistance services free of charge. 
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c. Significant publications and significant communications targeted to beneficiaries, 

enrollees, applicants, and members of the public (except those that are small-sized) 

posting must include: 

Content: same as that of notices in physical locations/ website 

Taglines: same as that of physical locations 

d. Significant publications and significant communications that are small-sized (e.g.. 

postcards and tri-fold brochures) posting must include in a conspicuously visible font-

size: 

(1) Non-discrimination statement (the covered entity does not discriminate on the 

basis of race, color, national origin, sex, age or disability in its health programs 

and activities) 

(2) Taglines: In at least the top two languages spoken by individuals with limited 

English proficiency of the relevant State or States. 

 

Tip: A covered entity may combine the notice’s content with the content of other notices 

if the combined notice clearly informs individuals of their civil rights under Section 1557 

and this regulation.  

Resource: Translated materials for covered entities (http://www.hhs.gov/civil-rights/for-

individuals/section-1557/translated-resources/index.html): includes a sample notice of 

nondiscrimination, statement of nondiscrimination and taglines, all translated into various 

languages and developed for compliance with the regulation. 

 

6. Take reasonable steps to provide meaningful access, free of charge and in a timely manner, 

for individuals with limited English proficiency to each individual with limited English 

proficiency eligible to be served or likely encountered in its health programs and activities  

- Must be provided free of change, be accurate and timely, and protect the privacy and 

independence of the individual with limited English proficiency  

- Specific requirements for interpreter and translation services (required if it is a reasonable 

step) 

o Offer a qualified interpreter4 to an individual with limited English proficiency 

o Use a qualified translator5 when translating written content in paper or electronic 

form 

                                                           
4 Qualified interpreter for an individual with limited English proficiency means an interpreter who via a remote 

interpreting service or an on-site appearance: 

(1) Adheres to generally accepted interpreter ethics principles, including client confidentiality; 

(2) has demonstrated proficiency in speaking and understanding both spoken English and at least one other spoken 

language; and 

(3) is able to interpret effectively, accurately, and impartially, both receptively and expressly, to and from such 

language(s) and English, using any necessary specialized vocabulary, terminology and phraseology. 
5 Qualified translator means a translator who: 

(1) Adheres to generally accepted translator ethics principles, including client confidentiality;Show citation box 

(2) has demonstrated proficiency in writing and understanding both written English and at least one other written 

non-English language; and 

(3) is able to translate effectively, accurately, and impartially to and from such language(s) and English, using any 

necessary specialized vocabulary, terminology and phraseology. 

http://www.hhs.gov/civil-rights/for-individuals/section-1557/translated-resources/index.html
http://www.hhs.gov/civil-rights/for-individuals/section-1557/translated-resources/index.html
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- Restrictions: Covered entity cannot: 

o Require a LEP individual to provide his/her own interpreter 

o Rely on an adult accompanying an individual with LEP to interpret or facilitate 

communication, exceptions are: 

i. Emergency involving imminent threat to safety of welfare of an individual or 

the public and no qualified interpreter is immediately available 

ii. Specific request from the LEP individual to have the accompanying adult 

interpret or facilitate communication, the accompanying adult agrees to 

provide such assistance, and reliance on that adult for such assistance is 

appropriate under the circumstances  

iii. Rely on staff other than qualified bilingual/multilingual staff to communicate 

directly with LEP individuals  

o Additional requirements are listed for video remote interpreting services  

- Language Access Plan: not required, but APhA strongly encourages covered entities to 

develop a language access plan to establish a framework to deliver health care and 

services non-discriminatorily and outline the reasonable steps that will be taken to 

provide access to persons with LEP  

 

Tip: Although individuals with LEP are not required to accept language assistance 

services, covered entities should document when such services are offered and the 

patients refuses them  

Resource: HHS Language Access Plan (2013) 

http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-

plan.pdf (referenced in the Final Rule)   

 

7. Take reasonable steps to provide meaningful access, free of charge and in a timely manner to 

provide effective communication for individuals with disability  

- A covered entity shall take appropriate steps to ensure that communications with 

individuals with disabilities are as effective as communications with others in health 

programs and activities 

 

8. Must make accessible electronic and information technology programs or activities to 

individuals with disabilities unless there is undue financial and administrative burdens or a 

fundamental alteration in the nature of the health program or activity 

- Expectation to adapt: When undue financial and administrative burdens or a fundamental 

alteration exist, the covered entity must provide information in a format other than an 

electronic format that would not result in such undue financial and administrative burdens 

or a fundamental alteration but would ensure, to the maximum extent possible, that 

individuals with disabilities receive the benefits or services of the health program or 

activity that are provided through electronic and information technology. 

 

9. Requirement to make reasonable modifications to policies, practices or procedures 

http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-plan.pdf
http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-plan.pdf
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- A covered entity shall make reasonable modifications to policies, practices, or procedures 

when such modifications are necessary to avoid discrimination on the basis of disability, 

unless the covered entity can demonstrate that making the modifications would 

fundamentally alter the nature of the health program or activity. For the purposes of this 

section, the term “reasonable modifications” shall be interpreted in a manner consistent 

with the term as set forth in the ADA Title II regulation at 28 CFR 35.130(b)(7). 

 

10. Covered entities that were required to adhere to the 2010 ADA Standards for Accessible 

Design prior to July 18, 2016 must comply with those standards for new construction or 

alteration prior to July 18, 2016 

- If construction or alteration commenced on or after July 18, 2016: Must comply with 

2010 ADA Standards for Accessible Design. 

- If a facility was not covered by the 2010 ADA Standards prior to July 18, 2016: Must 

now comply with the 2010 Standards if the construction was commenced after December 

18, 2017 (18 months after the effective date of the Final Rule).  

- If a facility was constructed or altered in conformance with the 1991 Standards or the 

2010 Standards: Will be deemed to comply with the requirements of this section and 

other relevant sections noted in the Final Rule  

- If a facility was constructed  or altered in accordance with the Uniform Federal 

Accessibility Standards (UFAS):  Will be deemed compliance with this section only if 

construction or alteration was commenced before July 18, 2016 and the facility or part of 

the facility was not covered by standards under the ADA 

- Note: According to the Final Rule “As nearly all covered entities under the final rule are 

already covered by the ADA standards, these changes impose a de minimis cost.” 

 

11. Evaluation of compliance – the Director shall consider: 

- Nature and importance of the health program or activity and the particular 

communication at issue, to LEP individual 

- Other relevant factors, including whether a covered entity has developed and 

implemented an effective written language access plan, the is appropriate to its particular 

circumstances, to be prepared to meet the obligation of this section 

Tip: A language access plan is not required, but APhA strongly encourages covered 

entities to develop a language access plan to establish a framework to provide health care 

and services non-discriminatorily and the reasonable steps that will be taken to provide 

access to persons with LEP 

Resource: HHS Language Access Plan (2013) 

http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-

plan.pdf (referenced in the Final Rule)   

http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-plan.pdf
http://www.hhs.gov/sites/default/files/open/pres-actions/2013-hhs-language-access-plan.pdf
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Office of the Secretary 

45 CFR Part 92 

RIN 0945–AA02 

Nondiscrimination in Health Programs 
and Activities 

AGENCY: Office for Civil Rights (OCR), 
Office of the Secretary, HHS. 
ACTION: Final rule. 

SUMMARY: This final rule implements 
Section 1557 of the Affordable Care Act 
(ACA) (Section 1557). Section 1557 
prohibits discrimination on the basis of 
race, color, national origin, sex, age, or 
disability in certain health programs 
and activities. The final rule clarifies 
and codifies existing nondiscrimination 
requirements and sets forth new 
standards to implement Section 1557, 
particularly with respect to the 
prohibition of discrimination on the 
basis of sex in health programs other 
than those provided by educational 
institutions and the prohibition of 
various forms of discrimination in 
health programs administered by the 
Department of Health and Human 
Services (HHS or the Department) and 
entities established under Title I of the 
ACA. In addition, the Secretary is 
authorized to prescribe the 
Department’s governance, conduct, and 
performance of its business, including, 
here, how HHS will apply the standards 
of Section 1557 to HHS-administered 
health programs and activities. 
DATES: Effective Date: This rule is 
effective July 18, 2016. 

Applicability Dates: The provisions of 
this rule are generally applicable on the 
date the rule is effective, except to the 
extent that provisions of this rule 
require changes to health insurance or 
group health plan benefit design 
(including covered benefits, benefits 
limitations or restrictions, and cost- 
sharing mechanisms, such as 
coinsurance, copayments, and 
deductibles), such provisions, as they 
apply to health insurance or group 
health plan benefit design, have an 
applicability date of the first day of the 
first plan year (in the individual market, 
policy year) beginning on or after 
January 1, 2017. 
FOR FURTHER INFORMATION CONTACT: 
Eileen Hanrahan at (800) 368–1019 or 
(800) 537–7697 (TDD). 
SUPPLEMENTARY INFORMATION: 

Electronic Access 
This Federal Register document is 

also available from the Federal Register 

online database through Federal Digital 
System (FDsys), a service of the U.S. 
Government Printing Office. This 
database can be accessed via the 
Internet at http://www.gpo.gov/fdsys. 

I. Background 
Section 1557 of the ACA provides that 

an individual shall not, on the grounds 
prohibited under Title VI of the Civil 
Rights Act of 1964 (Title VI), 42 U.S.C. 
2000d et seq. (race, color, national 
origin), Title IX of the Education 
Amendments of 1972 (Title IX), 20 
U.S.C. 1681 et seq. (sex), the Age 
Discrimination Act of 1975 (Age Act), 
42 U.S.C. 6101 et seq. (age), or Section 
504 of the Rehabilitation Act of 1973 
(Section 504), 29 U.S.C. 794 (disability), 
be excluded from participation in, be 
denied the benefits of, or be subjected 
to discrimination under, any health 
program or activity, any part of which 
is receiving Federal financial assistance, 
or under any program or activity that is 
administered by an Executive Agency or 
any entity established under Title I of 
the Act or its amendments. Section 1557 
states that the enforcement mechanisms 
provided for and available under Title 
VI, Title IX, Section 504, or the Age Act 
shall apply for purposes of addressing 
violations of Section 1557. 

Section 1557(c) of the ACA authorizes 
the Secretary of the Department to 
promulgate regulations to implement 
the nondiscrimination requirements of 
Section 1557. In addition, the Secretary 
is authorized to prescribe regulations for 
the Department’s governance, conduct, 
and performance of its business, 
including how HHS applies the 
standards of Section 1557 to HHS- 
administered health programs and 
activities.1 

A. Regulatory History 
On August 1, 2013, the Office for Civil 

Rights of the Department (OCR) 
published a Request for Information 
(RFI) in the Federal Register to solicit 
information on issues arising under 
Section 1557. OCR received 402 
comments; one-quarter (99) were from 
organizational commenters, with the 
remainder from individuals. 

On September 8, 2015, OCR issued a 
proposed rule, ‘‘Nondiscrimination in 
Health Programs and Activities,’’ in the 
Federal Register, and invited comment 
on the proposed rule by all interested 
parties.2 The comment period ended on 
November 9, 2015. In total, we received 
approximately 24,875 comments on the 
proposed rule. Comments came from a 
wide variety of stakeholders, including, 

but not limited to: Civil rights/advocacy 
groups, including language access 
organizations, disability rights 
organizations, women’s organizations, 
and organizations serving lesbian, gay, 
bisexual, or transgender (LGBT) 
individuals; health care providers; 
consumer groups; religious 
organizations; academic and research 
institutions; reproductive health 
organizations; health plan organizations; 
health insurance issuers; State and local 
agencies; and tribal organizations. Of 
the total comments, 23,344 comments 
were from individuals. The great 
majority of those comments were letters 
from individuals that were part of mass 
mail campaigns organized by civil 
rights/advocacy groups. 

B. Overview of the Final Rule 
This final rule adopts the same 

structure and framework as the 
proposed rule: Subpart A sets forth the 
rule’s general provisions; Subpart B 
contains the rule’s nondiscrimination 
provisions; Subpart C describes specific 
applications of the prohibition on 
discrimination to health programs and 
activities; and Subpart D describes the 
procedures that apply to enforcement of 
the rule. 

OCR has made some changes to the 
proposed rule’s provisions, based on the 
comments we received. Among the 
significant changes are the following. 

Section 92.4 now provides a 
definition of the term ‘‘national origin.’’ 

OCR decided against including a 
blanket religious exemption in the final 
rule; however, the final rule includes a 
provision noting that insofar as 
application of any requirement under 
the rule would violate applicable 
Federal statutory protections for 
religious freedom and conscience, such 
application would not be required. 

OCR has modified the notice 
requirement in § 92.8 to exclude 
publications and significant 
communications that are small in size 
from the requirement to post all of the 
content specified in § 92.8; instead, 
covered entities will be required to post 
only a shorter nondiscrimination 
statement in such communications and 
publications, along with a limited 
number of taglines. OCR also is 
translating a sample nondiscrimination 
statement that covered entities may use 
in fulfilling this obligation. It will be 
available by the effective date of this 
rule. 

In addition, with respect to the 
obligation in § 92.8 to post taglines in at 
least the top 15 languages spoken 
nationally by persons with limited 
English proficiency, OCR has replaced 
the national threshold with a threshold 
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requiring taglines in at least the top 15 
languages spoken by limited English 
proficient populations statewide. 

OCR has changed § 92.101 to provide 
that sex-specific health programs or 
activities are allowable only where the 
covered entity can demonstrate an 
exceedingly persuasive justification, i.e., 
that the sex-specific program is 
substantially related to the achievement 
of an important health-related or 
scientific objective. 

OCR has changed § 92.201, addressing 
the obligation to take reasonable steps to 
provide meaningful access. That section 
now requires the Director to evaluate, 
and give substantial weight to, the 
nature and importance of the health 
program or activity and the particular 
communication at issue to the 
individual with limited English 
proficiency, and to take into account all 
other relevant factors, including 
whether the entity has developed and 
implemented an effective language 
access plan, appropriate to its particular 
circumstances. The final rule deletes the 
specific list of illustrative factors set out 
in the proposed rule. 

Also, OCR has changed § 92.203, 
addressing accessibility of buildings and 
facilities for individuals with 
disabilities, to require covered entities 
that were covered by the 2010 
Americans with Disabilities Act (ADA) 
Standards for Accessible Design prior to 
the effective date of this final rule to 
comply with those standards for new 
construction or alterations by the 
effective date of the final rule. The final 
rule also narrows § 92.203’s safe harbor 
for building and facility accessibility so 
that compliance with the Uniform 
Federal Accessibility Standards (UFAS) 
will be deemed compliance with this 
part only if construction or alteration 
was commenced before the effective 
date of the final rule and the facility or 
part of the facility was not covered by 
standards under the ADA. As nearly all 
covered entities under the final rule are 
already covered by the ADA standards, 
these changes impose a de minimis cost. 

Section 92.301 has been changed to 
clarify that compensatory damages for 
violations of Section 1557 are available 
in administrative and judicial actions to 
the extent they are available under the 
authorities referenced in Section 1557. 
Finally, we have added a severability 
clause to § 92.2, to indicate our 
intention that the rule be construed to 
give the maximum effect permitted by 
law to each provision. 

In responding to the comments it 
received on the proposed rule, OCR has 
provided a thorough explanation of each 
of these changes in the preamble. OCR 
has also clarified some of the 

nondiscrimination requirements of 
Section 1557 and made some technical 
changes to the rule’s provisions. In 
addition, we have added some 
definitions to proposed § 92.4, as 
summarized in the preamble to this 
final rule. 

II. Provisions of the Proposed Rule and 
Analysis and Responses to Public 
Comments 

A. General Comments 

OCR received a large number of 
comments asking that we categorically 
declare in the final rule that certain 
actions are or are not discriminatory. 
For example, some commenters asked 
that OCR state that a modification to 
add medically necessary care, or a 
prohibition on exclusions of medically 
necessary services, is never a 
fundamental alteration to a health plan. 
Similarly, other commenters asked that 
OCR include a statement in the final 
rule that an issuer’s refusal to cover core 
services commonly needed by 
individuals with intellectual disabilities 
is discrimination on the basis of 
disability. Still other commenters asked 
that OCR state that limiting health care 
and gender transition services to 
transgender individuals over the age of 
18 is discriminatory. Other commenters 
asked that OCR state that it is 
discriminatory to require individuals 
with psychiatric disabilities to see a 
mental health professional in order to 
continue receiving treatment for other 
conditions. 

Many of these same commenters 
asked that OCR supplement the final 
rule with in-depth explanations and 
analyses of examples of discrimination. 
For example, several commenters asked 
that OCR add an example of 
discrimination in research trials. 
Similarly, many other commenters 
asked that OCR add an example of what 
they considered to be disability 
discrimination in health insurance 
practices, such as higher reimbursement 
rates for care in segregated settings. 

OCR appreciates the commenters’ 
desire for further information on the 
application of the rule to specific 
circumstances. OCR’s intent in 
promulgating this rule is to provide 
consumers and covered entities with a 
set of standards that will help them 
understand and comply with the 
requirements of Section 1557. Covered 
entities should bear in mind the 
purposes of the ACA and Section 
1557—to expand access to care and 
coverage and eliminate barriers to 
access—in interpreting requirements of 
the final rule. But we neither address 
every scenario that might arise in the 

application of these standards nor state 
that certain practices as a matter of law 
are ‘‘always’’ or ‘‘never’’ permissible. 
The determination of whether a certain 
practice is discriminatory typically 
requires a nuanced analysis that is fact- 
dependent. Nonetheless, OCR has 
included in the preamble a number of 
examples of issues and circumstances 
that may raise compliance concerns 
under the final rule. 

OCR also received several comments, 
primarily from representatives of the 
insurance industry, recommending that 
where specific Centers for Medicare & 
Medicaid Services (CMS) or State 
requirements apply to covered entities, 
OCR should either (1) harmonize all 
standards with existing CMS rules, or 
(2) allow issuers to be deemed 
compliant with Section 1557 if they are 
compliant with existing Federal or State 
law. For example, some commenters 
requested that compliance with CMS 
regulations that pertain to qualified 
health plans or insurance benefit design, 
such as prescription drug formularies 
designed by a pharmacy and 
therapeutics committee, be deemed 
compliance with the final rule on 
Section 1557. These commenters were 
concerned that CMS or a State might 
approve a plan that OCR might later 
find discriminatory. The commenters 
sought clarification on how OCR will 
handle cases involving health plans 
regulated by multiple authorities, and 
suggested that a ‘‘deeming’’ approach 
would reduce confusion and avoid 
duplication of costs and administrative 
effort. Other commenters asked that 
compliance with language access 
standards promulgated by CMS or the 
States be deemed compliance with the 
final rule; those comments are discussed 
in more detail in the preamble at 
§ 92.201. 

OCR recognizes the efficiencies 
inherent in harmonizing regulations to 
which covered entities are subject under 
various laws. Indeed, entities covered 
under Section 1557 are likely also 
subject to a host of other laws and 
regulations, including CMS regulations, 
the Genetic Information 
Nondiscrimination Act of 2008,3 the 
Family and Medical Leave Act, the 
ADA, Title VII of the Civil Rights Act of 
1964, and State laws. OCR will 
coordinate as appropriate with other 
Federal agencies to avoid inconsistency 
and duplication in enforcement efforts. 

That said, OCR declines to adopt a 
deeming approach whereby compliance 
with another set of laws or regulations 
automatically constitutes compliance 
with Section 1557. As to State laws, it 
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is inappropriate to define requirements 
under Federal law based on what could 
be the varying, and potentially 
changing, requirements of different 
States’ approaches. As to other Federal 
laws, OCR will give consideration to an 
entity’s compliance with the 
requirements of other Federal laws 
where those requirements overlap with 
Section 1557. In such cases, OCR will 
work closely with covered entities 
where compliance with this final rule 
requires additional steps. But in the 
final analysis, OCR must, in its capacity 
as the lead enforcement agency for 
Section 1557, maintain the discretion to 
evaluate an entity’s compliance with the 
standards set by the final rule. This is 
consistent with the approach taken by 
other agencies to civil rights obligations, 
in which compliance with one set of 
requirements, adopted under different 
laws or for different purposes, is not 
considered automatic compliance with 
civil rights obligations. 

Subpart A—General Provisions 

Purpose and Effective Date (§ 92.1) 

In § 92.1, we proposed that the 
purpose of this part is to implement 
Section 1557 of the ACA, which 
prohibits discrimination in certain 
health programs and activities on the 
grounds prohibited under Title VI, Title 
IX, the Age Act, and Section 504, which 
together prohibit discrimination on the 
basis of race, color, national origin, sex, 
age, or disability. 

We also proposed that the effective 
date of the Section 1557 implementing 
regulation shall be 60 days after the 
publication of the final rule in the 
Federal Register. 

The comments and our responses 
regarding the proposed effective date are 
set forth below. 

Comment: Some commenters asserted 
that 60 days after publication of the 
final rule did not allow sufficient time 
for entities to come into compliance 
with Section 1557 and requested that 
the effective date be one year after 
publication of the final rule. Similarly, 
one commenter stated that State 
agencies covered by Section 1557 need 
at least 150 days to come into 
compliance with Section 1557. The 
commenter stated that State agencies 
need additional time to assess the 
impacts, align nondiscrimination 
requirements from multiple Federal 
agencies, and make the required policy, 
operational, and system changes. 

Response: OCR does not believe that 
extending the effective date beyond 60 
days is warranted, except with regard to 
specific provisions for which there is a 
later applicability date, as set forth 

below. Most of the requirements of 
Section 1557 are not new to covered 
entities, and 60 days should be 
sufficient to come into compliance with 
any new requirements. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions as proposed in § 92.1 
with one modification. We recognize 
that some covered entities will have to 
make changes to their health insurance 
coverage or other health coverage to 
bring that coverage into compliance 
with this final rule. We are sensitive to 
the difficulties that making changes in 
the middle of a plan year could pose for 
some covered entities and are 
committed to working with covered 
entities to ensure that they can comply 
with the final rule without causing 
excessive disruption for the current plan 
year. Consequently, to the extent that 
provisions of this rule require changes 
to health insurance or group health plan 
benefit design (including covered 
benefits, benefits limitations or 
restrictions, and cost-sharing 
mechanisms, such as coinsurance, 
copayments, and deductibles), such 
provisions, as they apply to health 
insurance or group health plan benefit 
design, have an applicability date of the 
first day of the first plan year (in the 
individual market, policy year) 
beginning on or after January 1, 2017. 

Application (§ 92.2) 
Section 92.2 of the proposed rule 

stated that Section 1557 applies to all 
health programs and activities, any part 
of which receives Federal financial 
assistance from any Federal agency. It 
also stated that Section 1557 applies to 
all programs and activities that are 
administered by an Executive Agency or 
any entity established under Title I of 
the ACA. 

In paragraph (a), we proposed to 
apply the proposed rule, except as 
otherwise provided in § 92.2, to: (1) All 
health programs and activities, any part 
of which receives Federal financial 
assistance administered by HHS; (2) 
health programs and activities 
administered by the Department, 
including the Federally-facilitated 
Marketplaces; and (3) health programs 
and activities administered by entities 
established under Title I of the ACA, 
including the State-based Marketplaces. 

In paragraph (b), we proposed 
limitations to the application of the final 
rule. We proposed the adoption of the 
existing limitations and exceptions that 
already, under the statutes referenced in 
Section 1557, govern the health 

programs and activities subject to 
Section 1557. We noted that these 
limitations and exceptions are found in 
the Age Act and in the regulations 
implementing the Age Act, Section 504, 
and Title VI, which apply to all 
programs and activities that receive 
Federal financial assistance. 

In paragraph (b)(1), we proposed to 
incorporate the exclusions found in the 
Age Act, such that the provisions of the 
proposed rule would not apply to any 
age distinction contained in that part of 
a Federal, State, or local statute or 
ordinance adopted by an elected, 
general purpose legislative body which 
provides any benefits or assistance to 
persons based on age, establishes 
criteria for participation in age-related 
terms, or describes intended 
beneficiaries to target groups in age- 
related terms.4 We requested comment 
on whether the exemptions found in 
Title IX and its implementing regulation 
should be incorporated into the final 
rule. We noted that unlike the Age Act, 
Section 504, and Title VI, which apply 
to all programs and activities that 
receive Federal financial assistance 
(including health programs and 
activities), Title IX applies only in the 
context of education programs and not 
to the majority of the health programs 
and activities subject to the proposed 
rule. In addition, we noted that many of 
Title IX’s limitations and exceptions do 
not readily apply in a context that is 
grounded in health care, rather than 
education. 

We invited comment on whether the 
regulation should include any specific 
exemptions for health service providers, 
health plans, or other covered entities 
with respect to requirements of the 
proposed rule related to sex 
discrimination. We stated that we 
wanted to ensure that the proposed rule 
had the proper scope and appropriately 
protected sincerely held religious beliefs 
to the extent that those beliefs may 
conflict with provisions of the proposed 
regulation. We noted that certain 
protections already exist with respect to 
religious beliefs, particularly with 
respect to the provision of certain 
health-related services; for example, we 
noted that the proposed rule would not 
displace the protections afforded by 
provider conscience laws,5 the Religious 
Freedom Restoration Act (RFRA),6 
provisions in the ACA related to 
abortion services,7 or regulations issued 
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under the ACA related to preventive 
health services.8 We invited comment 
on the extent to which these existing 
protections provide sufficient 
safeguards for any religious concerns in 
applying Section 1557. 

We noted that a fundamental purpose 
of the ACA is to ensure that health 
services are available broadly on a 
nondiscriminatory basis to individuals 
throughout the country. Thus, we 
requested comment on any health care 
consequences that would ensue were 
the regulation to provide additional 
exemptions. 

We also requested comment on the 
scope of additional exemptions, if any, 
that should be included and the 
processes for claiming them, including 
whether those processes should track 
those used under Title IX, at 45 CFR 
86.12. 

The comments and our responses 
regarding § 92.2 are set forth below. 

Comment: Some commenters 
recommended that the final rule apply 
not only to health programs and 
activities receiving Federal financial 
assistance from the Department, but to 
health programs and activities receiving 
Federal financial assistance from other 
Departments. The commenters noted 
that in enacting Section 1557, Congress 
delegated rulemaking authority to the 
Department; they therefore maintained 
that the Department has the authority to 
promulgate rules that apply to other 
Departments. Commenters further noted 
that the Department has greater 
expertise in the application of civil 
rights laws to health programs and 
activities than do other Departments, 
and further urged that HHS regulations 
applicable to health programs and 
activities receiving Federal financial 
assistance from other Departments 
would be afforded deference under 
Chevron U.S.A. v. NRDC, Inc.9 

In the alternative, commenters 
recommended that we collaborate with 
other Departments to effectuate the 
provisions of the final rule and ensure 
that other Departments enter into 
delegation agreements or Memoranda of 
Understanding that grant HHS 
interpretation and enforcement 
authority over health programs funded 
and administered by other Departments 
or that commit other Departments to 
move quickly to engage in their own 
rulemaking on Section 1557. 

Response: While the rule recognizes 
that Section 1557 itself applies to health 
programs and activities receiving 
Federal financial assistance from other 
Departments, we decline to extend the 

scope of the rule to health programs and 
activities receiving Federal financial 
assistance from other Departments. 
Drafting a rule applicable to health 
programs and activities assisted by other 
Departments would pose numerous 
challenges, one of which is that the 
Department lacks the information and 
expertise necessary to apply the rule to 
those programs without further 
engagement and collaboration with 
those Departments. We agree that 
expeditious implementation of Section 
1557 by other Departments is desirable, 
and hope that the Department’s final 
rule will inform enforcement of Section 
1557 by other Departments with respect 
to their federally assisted health 
programs and activities. To this end, the 
OCR Director sent a memorandum 
encouraging coordination of 
enforcement responsibilities under 
Section 1557 to all Federal agencies in 
November 2015. 

Comment: Commenters recommended 
that the final rule apply not just to 
programs administered by HHS, but also 
to programs administered by other 
Departments. 

Response: We decline to make the 
rule applicable to programs 
administered by other Departments. We 
will, however, continue to work with 
other Departments that administer 
health programs and activities to help 
those Departments ensure that their 
programs are nondiscriminatory. 

Comment: Many commenters 
responded to the proposed rule’s 
request for comment on whether the 
rule should include a religious 
exemption for health care providers, 
health plans, or other covered entities 
with respect to the requirements of the 
rule related to sex discrimination, or 
whether existing protections, including 
RFRA, ACA regulations for preventive 
health services, and Federal provider 
conscience laws provide sufficient 
safeguards for religious concerns. 

Most of the organizations that 
commented on this issue, including 
professional medical associations and 
civil rights organizations, and the 
overwhelming majority of individual 
commenters, many of whom identified 
themselves as religious, opposed any 
religious exemption on the basis that it 
would potentially allow for 
discrimination on the bases prohibited 
by Section 1557 or for the denial of 
health services to women. Several 
religious organizations also opposed a 
religious exemption, asserting that 
RFRA, the Federal provider conscience 
statutes, and State RFRA statutes, which 
many States have enacted, provide 
sufficiently strong protections for 
religious providers and institutions. 

Many commenters said that mergers of 
religiously-affiliated hospitals with 
other hospitals have deepened concerns 
that would be raised by providing a 
religious exemption, as the mergers may 
leave individuals in many communities 
with fewer health care options offering 
the full range of women’s health 
services. Many commenters also pointed 
to the language in the majority opinion 
in the Supreme Court’s decision in 
Hobby Lobby v. Burwell that RFRA is 
not a shield that permits discrimination 
‘‘cloaked as religious practice to escape 
legal sanction.’’ 10 

Some religious organizations that 
submitted comments strongly supported 
a religious exemption, arguing that 
faith-based health care providers and 
employers would be substantially 
burdened if required to provide or refer 
for, or purchase insurance covering, 
particular services such as gender 
transition services. Supporters of an 
exemption recommended that Section 
1557 incorporate the religious 
exemption in Title IX, which exempts 
educational institutions controlled by 
religious organizations from the 
prohibition of sex discrimination if the 
application would be inconsistent with 
the religious tenets of the 
organization.11 None of the commenters 
supporting a religious exemption 
asserted that there would be a religious 
basis for generally refusing to treat 
LGBT individuals for a medical 
condition, for example, refusing to treat 
a broken bone or cancer; rather, 
commenters asserted that the rule 
should exempt faith-based providers 
from providing particular services, such 
as services related to gender transition, 
that are inconsistent with their religious 
beliefs. 

Response: As noted in the preamble to 
the proposed rule, certain protections 
already exist in Federal law with respect 
to religious beliefs, particularly with 
regard to the provision of certain health- 
related services. For example, we noted 
that the proposed rule would not 
displace the protections afforded by 
provider conscience laws,12 RFRA,13 
provisions in the ACA related to 
abortion services,14 or regulations 
issued under the ACA related to 
preventive health services.15 Nothing in 

VerDate Sep<11>2014 18:16 May 17, 2016 Jkt 238001 PO 00000 Frm 00005 Fmt 4701 Sfmt 4700 E:\FR\FM\18MYR2.SGM 18MYR2sr
ad

ov
ic

h 
on

 D
S

K
3T

P
T

V
N

1P
R

O
D

 w
ith

 R
U

LE
S

2



31380 Federal Register / Vol. 81, No. 96 / Wednesday, May 18, 2016 / Rules and Regulations 

16 Health Insurance MarketplaceSM and 
MarketplaceSM are service marks of the U.S. 
Department of Health and Human Services. 

17 42 U.S.C. 18023(b)(4). 
18 42 U.S.C. 18023(b)(1)(A). 
19 42 U.S.C. 18116(a). 

20 20 U.S.C. 1681(a); 29 U.S.C. 794(a); 42 U.S.C. 
2000d; 42 U.S.C. 6102. 

21 45 CFR 80.13(e). 
22 45 CFR 80.13(i) (Title VI); 84.3(f) (Section 504); 

86.2(i) (Title IX); 90.4 (Age Act). 

23 OCR notes that in contrast to Section 1557, 
which does not refer to the United States or to 
‘‘states,’’ other ACA provisions refer to ‘‘states’’ and 
the Department has interpreted the meaning of 
‘‘state’’ in the context of those statutory 
requirements. See 45 CFR 144.103. 

24 Consolidated and Further Continuing 
Appropriations Act, 2015, Public Law 113–235, 
Div. M, § 3 (codified at 42 U.S.C. 18014). 

25 42 U.S.C. 18014(f). 

this final rule displaces those 
protections. 

Although some commenters urged us 
also to incorporate Title IX’s blanket 
religious exemption into this final rule, 
we believe that applying the protections 
in the laws identified above offers the 
best and most appropriate approach for 
resolving any conflicts between 
religious beliefs and Section 1557 
requirements. With regard to abortion, 
for example, specific ACA provisions 
concerning abortion will continue to 
control, including, but not limited to, 
provisions that bar qualified health 
plans offered through a 
MarketplaceSM 16 from discriminating 
against an individual health care 
provider or health care facility because 
of its unwillingness to provide, pay for, 
provide coverage of, or refer for 
abortions,17 and provisions that state 
that nothing in the ACA shall be 
construed to require a qualified health 
plan to provide coverage of abortion as 
an essential health benefit.18 

In other cases, application of RFRA is 
the proper means to evaluate any 
religious concerns about the application 
of Section 1557 requirements. The 
RFRA analysis evaluates whether a legal 
requirement substantially burdens the 
exercise of religion; if so, the question 
becomes whether the legal requirement 
furthers a compelling interest and is the 
least restrictive means to further that 
interest. 

We believe that the government has a 
compelling interest in ensuring that 
individuals have nondiscriminatory 
access to health care and health 
coverage and, under RFRA, would 
assess whether a particular application 
of Section 1557 substantially burdened 
a covered entity’s exercise of religion 
and, if so, whether there were less 
restrictive alternatives available. Claims 
under RFRA are individualized and fact 
specific and we would make these 
determinations on a case-by-case basis, 
based on a thorough analysis and 
relying on the extensive case law 
interpreting RFRA standards. 

We decline to adopt commenters’ 
suggestion that we import Title IX’s 
blanket religious exemption 19 into 
Section 1557. Section 1557 itself 
contains no religious exemption. In 
addition, Title IX and its exemption are 
limited in scope to educational 
institutions, and there are significant 
differences between the educational and 

health care contexts that warrant 
different approaches. 

First, students or parents selecting 
religious educational institutions 
typically do so as a matter of choice; a 
student can attend public school (if K– 
12) or choose a different college. In the 
health care context, by contrast, 
individuals may have limited or no 
choice of providers, particularly in rural 
areas or where hospitals have merged 
with or are run by religious institutions. 
Moreover, the choice of providers may 
be even further circumscribed in 
emergency circumstances. 

Second, a blanket religious exemption 
could result in a denial or delay in the 
provision of health care to individuals 
and in discouraging individuals from 
seeking necessary care, with serious 
and, in some cases, life threatening 
results. Thus, it is appropriate to adopt 
a more nuanced approach in the health 
care context, rather than the blanket 
religious exemption applied for 
educational institutions under Title IX. 

Based on the foregoing, we have 
included a provision in this final 
regulation making clear that where 
application of this regulation would 
violate applicable Federal statutory 
protections for religious freedom and 
conscience, that application will not be 
required. The Department also retains 
the discretion to provide other 
accommodations or exemptions where 
permitted by Federal law and supported 
by sound public policy. 

Comment: One commenter suggested 
that we clarify that the regulation 
applies only to a covered entity’s health 
operations ‘‘in the United States.’’ 

Response: This regulation applies 
only to individuals who are subjected to 
discrimination, at least in part, in the 
United States and to the provision or 
administration of health-related services 
or health-related insurance coverage in 
the United States, consistent with the 
four statutes referenced in Section 
1557.20 

Consistent with the Department’s 
Title VI regulation,21 OCR interprets 
‘‘United States’’ to include the U.S. 
territories. The definition of ‘‘recipient’’ 
of Federal financial assistance in the 
civil rights laws referenced in Section 
1557 does not contain geographic 
limitations, and includes, in addition to 
States and political subdivisions, other 
‘‘public or private agenc[ies], 
institution[s], or organization[s].’’ 22 
Thus, health programs and activities of 

the U.S. Territories, and those provided 
or administered in the U.S. Territories, 
are covered by the final rule.23 

Comment: One commenter requested 
that we clarify that expatriate health 
plans, plan sponsors of self-funded 
expatriate health plans, and issuers of 
fully-insured expatriate health plans are 
exempt from Section 1557 pursuant to 
the Expatriate Health Coverage 
Clarification Act of 2014 (EHCCA),24 
which provides generally that 
provisions of the ACA do not apply to 
expatriate health plans, employer plan 
sponsors of expatriate health plans, or 
expatriate health insurance issuers. The 
commenter noted that the EHCCA does 
not include any exceptions or special 
rules pertaining to Section 1557; thus, 
the commenter asserted, applying 
Section 1557 to expatriate health plans 
would be contrary to Congressional 
intent and would competitively 
disadvantage American health issuers in 
the global marketplace, resulting in 
consumers choosing offshore options 
and American issuers moving their 
plans offshore to compete. 

Response: Section 3(a) 25 of the 
EHCCA specifies that the provisions of 
(including any amendment made by) the 
ACA and Title I and subtitle B of Title 
II of the Health Care and Education 
Reconciliation Act of 2010 shall not 
apply with respect to expatriate health 
plans; employers with respect to such 
plans, solely in their capacity as plan 
sponsors for such plans; or expatriate 
health insurance issuers with respect to 
coverage offered by such issuers under 
such plans, subject to the exceptions 
and special rules enumerated in 
Sections 3(B) and 3(C) of the EHCCA. 
Section 1557 is contained in Title I of 
the ACA; thus, pursuant to the EHCCA, 
Section 1557 does not apply with 
respect to expatriate health plans, 
expatriate health insurance issuers, or 
employer plan sponsors of expatriate 
plans, as defined in the EHCCA. 

Comment: Tribes and tribal 
organizations submitted comments 
recommending that we make a number 
of changes throughout the rule and 
preamble to address the application of 
the rule to tribes and tribal health 
programs. Commenters objected to the 
characterization of 45 CFR 80.3(d), the 
exception in the Title VI regulation for 
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26 Funds under the Purchased/Referred Care 
program (formerly the Contract Health Services 
program) are used to supplement and complement 
other health care resources available to eligible 
American Indians and Alaska Natives. See https:// 
www.ihs.gov/newsroom/index.cfm/factsheets/
purchasedreferredcare (last updated Jan. 2015). 

27 42 U.S.C. 4151–4157 (2012). 
28 42 U.S.C. 12101 et seq. (codified as amended 

by the Americans with Disabilities Amendments 
Act of 2008, Public Law 110–325, 122 Stat. 3553 
(2008)). 

29 29 U.S.C. 794d. 
30 29 U.S.C. 705(9)(B). 
31 Public Law 110–325, 122 Stat. 3553, § 4 (Sept. 

25, 2008) (codified at 42 U.S.C. 12102). 

Indian health programs and other 
programs limited by Federal law to 
individuals of a particular race, color, or 
national origin, that has been 
incorporated into the Section 1557 rule, 
and recommended that we refer to 45 
CFR 80.3(d) throughout and describe it 
rather than simply cite to it. 
Commenters asked us to exempt tribes 
and tribal health programs from § 92.207 
and § 92.208 and make clear that tribal 
governments and health programs can 
limit insurance to their members. 
Commenters asserted that Purchased/
Referred Care 26 programs should be 
permitted to limit coverage and be held 
harmless for discrimination on the basis 
of disability, age, or sex. One 
commenter recommended several 
additional changes to the rule to address 
its application to tribes, including 
excluding tribes and tribal health 
programs from the definitions of 
‘‘covered entity’’ and ‘‘health program 
or activity,’’ and excluding assistance to 
tribes and tribal health programs from 
the definition of ‘‘Federal financial 
assistance,’’ along with other changes 
intended to achieve this purpose. 
Commenters stated that the changes 
proposed were necessary to reflect the 
full scope of protections in Federal law 
for tribal classifications and tribal 
sovereignty. 

Response: 45 CFR 80.3(d) is not an 
exemption from coverage; it provides an 
exception to application of the 
prohibitions on race, color, and national 
origin discrimination when programs 
are authorized by Federal law to be 
restricted to a particular race, color, or 
national origin. The final rule 
incorporates that exception, and OCR 
will fully apply it, as well as other 
exemptions or defenses that may exist 
under Federal law. OCR intends to 
address any restrictions on application 
of the law to tribes in the context of 
individual complaints. 

Comment: One tribal organization 
commented that tribal consultation on 
development of the rule was 
insufficient. 

Response: We engaged in tribal 
consultation on the rule and, during that 
consultation, encouraged tribes and 
tribal organizations to submit comments 
on the proposed rule. Many did so. We 
believe that tribal consultation was 
sufficient. 

Comment: One tribal organization 
stated that the reference to Indian 

Health Services (IHS) programs in the 
preamble was misleading, as some IHS 
programs are administered directly by 
tribes. 

Response: We agree that the reference 
to IHS programs as an example of a 
federally administered program may be 
confusing, given that some IHS 
programs are administered directly by 
tribes. We have therefore changed the 
reference to ‘‘IHS programs’’ to ‘‘IHS 
programs administered by IHS.’’ 

Finally, we have added a severability 
clause to § 92.2, to indicate our 
intention that the rule be construed to 
give the maximum effect permitted by 
law to each provision. The rule provides 
that if a provision is held to be 
unenforceable in one set of 
circumstances, it should be construed to 
give maximum effect to the provision as 
applied to other persons or 
circumstances. Similarly, if a provision 
is held to be invalid or unenforceable, 
that provision should be severable from, 
and have no impact on the application 
of, the remainder of the rule. This 
provision is consistent with our 
interpretation of the Department’s 
regulations implementing Title VI, Title 
IX, Section 504, and the Age Act. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions as proposed in § 92.2, 
with two modifications. We are adding 
§ 92.2(b)(2), which clarifies that if an 
application of Section 1557 
requirements or this part would violate 
applicable Federal statutory protections 
for religious freedom and conscience, 
application of Section 1557 is not 
required. In addition, we have added 
§ 92.2(c), containing a severability 
clause. 

Relationship to Other Laws (§ 92.3) 
In § 92.3 of the proposed rule, we 

proposed an explanation of the 
relationship of the rule to existing laws. 
Paragraph (a) proposed that Section 
1557 is not intended to apply lesser 
standards for the protection of 
individuals from discrimination than 
the standards under Title VI, Title IX, 
Section 504, the Age Act, or the 
regulations issued pursuant to those 
laws. Consistent with the statute, 
paragraph (b) proposed that nothing in 
this part shall be interpreted to 
invalidate or limit the existing rights, 
remedies, procedures, or legal standards 
available to individuals aggrieved under 
other Federal civil rights laws or to 
supersede State or local laws that 
provide greater or equal protection 
against discrimination on the basis of 

race, color, national origin, sex, age, or 
disability. OCR explained that this 
intent is derived from Section 1557(b) of 
the ACA. In addition to the statutes that 
are cited directly in Section 1557(b), the 
proposed rule cited the Architectural 
Barriers Act of 1968,27 the Americans 
with Disabilities Act of 1990 (ADA),28 
and Section 508 of the Rehabilitation 
Act of 1973 (Section 508).29 We noted 
that these laws establish additional 
Federal civil rights protections for 
individuals with disabilities, and 
covered entities must be mindful that 
the obligations imposed by those laws 
apply to them independent of the 
application of Section 1557. 

Summary of Regulatory Changes 
OCR did not receive any comments on 

this provision. Therefore, for the reasons 
set forth in the proposed rule, we are 
finalizing the provisions as proposed in 
§ 92.3 without modification. 

Definitions (§ 92.4) 
In § 92.4 of the proposed rule, we set 

out proposed definitions of various 
terms. The comments and our responses 
regarding § 92.4 are set forth below. 

Disability. We proposed that the 
definition of ‘‘disability’’ be the same as 
the definition of this term in the 
Rehabilitation Act,30 which 
incorporates the definition of disability 
in the ADA, as construed by the ADA 
Amendments Act of 2008.31 In addition, 
we proposed to use the term 
‘‘disability’’ in place of the term 
‘‘handicap,’’ which is used in some 
previous civil rights statutes and 
regulations. We provided that when we 
cross-reference other regulatory 
provisions, regulatory language that 
uses the term ‘‘handicap’’ shall mean 
‘‘disability.’’ We noted that this change 
in terminology does not reflect a change 
in the substance of the definition. 

Comment: OCR received many 
comments related to the definition of 
disability. Several commenters asked 
OCR to provide additional guidance 
regarding the meaning of terms used 
within the definition of disability, 
including ‘‘physical or mental 
impairment,’’ ‘‘major life activities,’’ 
and ‘‘substantially limits.’’ Other 
commenters asked OCR to include the 
term ‘‘chronic conditions’’ in the 
definition of disability or to add 
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32 42 U.S.C. 300jj(5). 
33 Architectural and Transportation Barriers 

Compliance Board, Information and 
Communication Technology (ICT) Standards and 
Guidelines. 80 FR 10880 (proposed Feb. 27, 2015) 
(to be codified at 36 FR pt. 1194). 

34 See 80 FR at 10905. 

regulatory language to the definition of 
disability that creates a rebuttable 
presumption of disability for serious 
and chronic conditions. Still other 
commenters urged that OCR clarify that 
the definitions of disability and 
qualified individual with a disability are 
broad. 

Response: As noted in the proposed 
rule, the definition of ‘‘disability’’ is the 
same as the definition of this term in the 
Rehabilitation Act, which incorporates 
the definition of disability in the ADA, 
as construed by the ADA Amendments 
Act of 2008. Thus, the proposed rule 
incorporates the definition of ‘‘major life 
activities’’ and the construction of all of 
the terms and standards in the 
definition of ‘‘disability’’ set forth in the 
ADA Amendments Act. We believe this 
definition is appropriate and that OCR’s 
intent, consistent with the ADA 
Amendments Act, to broadly interpret 
the term ‘‘disability’’ is clear. Whether 
a chronic condition is a disability will 
depend on whether it falls within the 
definition of disability in the final rule. 

Comment: A few commenters asked 
for a definition of the term ‘‘reasonable 
modification.’’ Other commenters asked 
for a definition of ‘‘accessibility,’’ 
especially as that term pertains to 
electronic and information technology. 
Both sets of commenters suggested that 
adding definitions to the final rule 
would provide greater clarity to covered 
entities. 

Response: OCR believes that defining 
the terms ‘‘reasonable modification’’ 
and ‘‘accessibility’’ in this rule is 
unnecessary, given the meaning that 
these terms have acquired in the long 
history of enforcement of Section 504 
and the ADA in the courts and 
administratively. We intend to interpret 
both terms consistent with the way that 
we have interpreted these terms in our 
enforcement of Section 504 and the 
ADA and so decline to add these 
definitions to the final rule. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the definition of ‘‘disability’’ as 
proposed without modification. 

Electronic and information 
technology. We proposed to define 
‘‘electronic and information 
technology’’ to be consistent with 36 
CFR 1194.4, the regulation 
implementing Section 508. 

Comment: A few commenters 
recommended that OCR amend the 
definition of ‘‘electronic and 
information technology’’ to state that 
‘‘electronic and information technology 
includes hardware, software, integrated 

technologies or related licenses, 
intellectual property, upgrades, or 
packaged solutions sold as services that 
are designed for or support the use by 
health care entities or patients for the 
electronic creation, maintenance, 
access, or exchange of health 
information.’’ These commenters 
asserted that this definition, which is 
based on the definition of ‘‘health 
information technology’’ in the Health 
Information Technology for Economic 
and Clinical Health (HITECH) Act of 
2009,32 is preferable to the definition 
OCR proposed, which is based on the 
regulations implementing Section 508 
that were promulgated in 2000. 
According to these commenters, the 
Section 508 definition is outdated and 
unduly narrow. 

Response: As OCR stated in the 
Notice of Proposed Rulemaking, the 
definition of ‘‘electronic and 
information technology’’ is based on 36 
CFR 1194.4, the regulation 
implementing Section 508. OCR 
believes that a definition of ‘‘electronic 
and information technology’’ that is 
consistent with the regulations 
implementing Section 508 will reduce 
the possibility of confusing or 
conflicting standards for covered 
entities. Moreover, the definition used 
in the HITECH Act was created for use 
in another context and is narrower in 
some respects than would be 
appropriate for Section 1557. However, 
OCR also shares the commenters’ 
concern that the current definition 
found at 36 CFR 1194.4 is outdated and 
unduly narrow. Accordingly, OCR notes 
the recent Access Board proposal to 
replace the term ‘‘electronic and 
information technology’’ with an 
updated term and definition. 

Specifically, on February 27, 2015, 
the Access Board proposed to revise and 
update its standards for electronic and 
information technology developed, 
procured, maintained, or used by 
Federal agencies covered by Section 
508.33 As part of these proposed 
revisions and updates, the Access Board 
announced that it intends to replace the 
term ‘‘electronic and information 
technology’’ in 36 CFR 1194.4 with the 
term ‘‘information and communication 
technology’’ and revise the definition 
significantly to make it broader and 
more compatible with modern 
technology.34 OCR believes that the 
changes proposed by the Access Board 

will address the commenters’ concerns. 
Therefore, and in order to maintain 
consistency with Section 508 while also 
addressing commenters’ concerns that 
the definition proposed by OCR is 
outdated and unduly narrow, OCR has 
decided to change the definition of 
‘‘electronic and information 
technology’’ in this rule so that it means 
the same as ‘‘electronic and information 
technology’’ as defined at 36 CFR 1194.4 
or any term that replaces ‘‘electronic 
and information technology’’ at 36 CFR 
1194.4. By citing to the regulation, 
OCR’s definition will update with the 
Access Board’s finalized rule. 

Summary of Regulatory Changes 

For the reasons set forth above and 
considering the comments received, we 
have changed the definition of 
‘‘electronic and information 
technology’’ as proposed in § 92.4 to 
state that it means the same as 
‘‘electronic and information 
technology,’’ or any term that replaces it 
at 36 CFR 1194.4. 

Employee health benefit program. We 
proposed that the term ‘‘employee 
health benefit program’’ means (1) 
health benefits coverage or health 
insurance provided to employees and/or 
their dependents established, operated, 
sponsored or administered by, for, or on 
behalf of one or more employers, 
whether provided or administered by 
entities including but not limited to a 
health insurance issuer, group health 
plan (as defined in the Employee 
Retirement Income Security Act of 1974 
(ERISA), at 29 U.S.C. 1191b(a)), a third 
party administrator, or an employer; (2) 
an employer-provided or -sponsored 
wellness program; (3) an employer- 
provided health clinic; or (4) long term 
care coverage or insurance provided or 
administered by an employer, group 
health plan, third party administrator, 
or health insurance issuer for a covered 
entity’s employees. 

Comment: One commenter requested 
that OCR clarify that wellness programs 
that are separate from the employee 
health benefit plan are still an 
‘‘employee health benefit program.’’ 

Response: We agree that wellness 
programs separate from an employee 
health benefit plan fall within the 
definition of an employee health benefit 
program. For example, an employer 
providing a gift card to each employee 
who receives a flu shot would be a 
wellness program within the meaning of 
the regulation, regardless of whether the 
wellness program is part of the 
employer’s group health plan. We 
believe that the definition of ‘‘employee 
health benefit program’’ in the 

VerDate Sep<11>2014 18:16 May 17, 2016 Jkt 238001 PO 00000 Frm 00008 Fmt 4701 Sfmt 4700 E:\FR\FM\18MYR2.SGM 18MYR2sr
ad

ov
ic

h 
on

 D
S

K
3T

P
T

V
N

1P
R

O
D

 w
ith

 R
U

LE
S

2



31383 Federal Register / Vol. 81, No. 96 / Wednesday, May 18, 2016 / Rules and Regulations 

35 See infra discussion of excepted benefits under 
§ 92.207. 

36 45 CFR 84.3(h). 
37 45 CFR 91.4. 38 See 45 CFR 86.2(g)(1)(ii). 

39 United States Dep’t of Transport. v. Paralyzed 
Veterans of Amer., 477 U.S. 597, 604–06 (1986). 

regulation makes this clear and thus are 
not adopting any revisions. 

Comment: Some commenters 
requested that the definition of 
‘‘employee health benefit program’’ 
specifically include excepted benefits, 
as defined for purposes of section 
2791(c) of the Public Health Service Act 
(codified at 42 U.S.C. 300gg–91(c)), such 
as limited scope vision and dental 
insurance, disease-specific insurance 
and fixed-indemnity plans. 

Response: We do not believe it is 
necessary to include an exhaustive list 
of types of benefits that would be 
included as an ‘‘employee health benefit 
program.’’ The definition is broad 
enough to encompass any health benefit 
coverage or health insurance provided 
by an employer to its employees. 
Excepted benefits are further discussed 
infra under § 92.207.35 

Summary of Regulatory Changes 

For the reasons set forth in the 
proposed rule and considering the 
comments received, we are finalizing 
this definition as proposed in § 92.4 
with minor technical revisions for 
clarity and for consistency with other 
parts of the final rule. We are making 
minor technical corrections to correct 
the ERISA citation to read ‘‘29 U.S.C. 
1191b(a)(1)’’; to clarify that the term 
‘‘sponsored wellness program’’ is an 
‘‘employer-sponsored’’ wellness 
program; to add ‘‘coverage’’ to the term 
‘‘health insurance’’; and to clarify that 
long term care coverage or insurance is 
provided or administered ‘‘for the 
benefit of an employer’s employees.’’ 

Federal financial assistance. We 
proposed that the term ‘‘Federal 
financial assistance’’ includes grants, 
loans, and other types of assistance in 
accordance with the definition of 
‘‘Federal financial assistance’’ in the 
regulations implementing Section 504 36 
and the Age Act,37 and also specifically 
includes subsidies and contracts of 
insurance, in accordance with the 
statutory language of Section 1557. We 
also proposed that, consistent with 
OCR’s enforcement of other civil rights 
authorities, the definition of Federal 
financial assistance does not include 
Medicare Part B. 

An additional clause was added to the 
proposed regulatory provision, modeled 
on the definition of ‘‘Federal financial 
assistance’’ in the regulation 
implementing Title IX, which clarifies 
that in the educational context, Federal 
financial assistance includes wages, 

loans, grants, scholarships and other 
monies that are given to any entity for 
payment to or on behalf of students who 
are admitted to that entity or that are 
given directly to these students for 
payment to that entity.38 In the 
proposed rule, we noted that in the 
health care context, Federal funds are 
provided to or on behalf of eligible 
individuals for premium tax credits and 
advance payments of premium tax 
credits and cost sharing reductions to 
ensure the affordability of health 
insurance coverage purchased through 
the Health Insurance Marketplaces. 
Thus, we noted that an issuer 
participating in any Health Insurance 
MarketplaceSM is receiving Federal 
financial assistance when advance 
payments of premium tax credits and/or 
cost sharing reductions are provided to 
or on behalf of any of the issuer’s 
enrollees. We noted that a health care 
provider that contracts with such an 
issuer does not become a recipient of 
Federal financial assistance by virtue of 
the contract, but would be a recipient if 
the provider otherwise receives Federal 
financial assistance. 

Comment: Many commenters objected 
to the statement in the preamble to the 
proposed rule that, consistent with 
OCR’s enforcement of other civil rights 
authorities, the definition of Federal 
financial assistance does not include 
Medicare Part B. These commenters 
urged us to reverse this position, 
asserting that the historical rationale for 
the Department’s position that Medicare 
Part B payments are not Federal 
financial assistance is inapplicable to 
Section 1557, which explicitly covers 
‘‘contracts of insurance,’’ and 
inconsistent with the current Medicare 
Part B payment scheme, in which 
providers are paid directly by the 
Medicare program instead of receiving 
payment from consumers who are then 
reimbursed by the Medicare program. 

Response: OCR notes commenters’ 
concerns, but does not believe that this 
rule is the appropriate vehicle to modify 
the Department’s position. 

Comment: We received many 
comments proposing that OCR revise 
the statement that a health care provider 
that contracts with an issuer does not 
become a recipient of Federal financial 
assistance by virtue of the contract. 
Commenters proposed that such a 
provider should become a recipient, and 
thus be covered by Section 1557, by 
virtue of the contract. The commenters 
expressed concern that under OCR’s 
interpretation, such contractors would 
not be covered by the nondiscrimination 

requirements of Section 1557, thereby 
weakening the rule’s effect. 

Response: We do not believe the law 
supports the commenters’ proposed 
across-the-board revision. Under the 
regulations implementing the statutes 
cited in Section 1557 and incorporated 
into this final rule, a recipient of Federal 
financial assistance is an entity to which 
Federal financial assistance is extended 
directly or through another recipient, 
including any successor, assignee, or 
transferee of a recipient. To determine 
whether an entity is a recipient of such 
assistance, courts look to the entity that 
Congress intended to assist or subsidize 
with those funds.39 In this context, the 
contractor that is providing health 
services is not the intended recipient of 
a premium tax credit or cost-sharing 
reduction that an issuer receives and is 
therefore not covered under Section 
1557 by virtue of the contract. 

That said, there are numerous ways in 
which health services providers are 
recipients in their own right, whether 
the Federal financial assistance they 
receive comes through certain Medicare 
payments, Medicaid payments, or other 
funds from the Department. Therefore, 
instead of falling outside of Section 
1557’s purview, many health care 
providers will be subject to Section 
1557 irrespective of their relationship to 
issuers receiving Federal financial 
assistance. 

Moreover, nothing in the rule 
authorizes qualified health plan issuers 
or other issuers that are covered entities 
to contract away their own 
nondiscrimination obligations. Issuers 
must ensure that enrollees have equal 
access to health services provided by 
their coverage without discrimination 
on the basis of a prohibited criterion. 
Thus, even if individual providers do 
not independently receive Federal 
financial assistance, an issuer maintains 
a duty to ensure compliance with civil 
rights laws with respect to the treatment 
of its enrollees who use its networks. 

Comment: One comment inquired 
whether the rule applies to programs in 
which the Department is an employer or 
when the Department offers benefits to 
Department employees. 

Response: The Department is not 
covered as a federally assisted program, 
although the Department is covered by 
the rule as an administrator of health 
programs and activities. As to programs 
for Department employees, HHS is 
covered by employment discrimination 
laws, including Section 504 and Title 
VII, protecting Federal employees. 
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40 The hospital may also be responsible for 
discrimination by the doctor’s practice that occurs 
at the hospital. 

41 The rule defines a ‘‘recipient’’ of Federal 
financial assistance to include an individual. See 
§ 92.4. 

42 See, e.g., U.S. Office of Personnel Management, 
Guidance Regarding the Employment of 
Transgender Individuals in the Federal Workplace 
(May 27, 2011), https://www.opm.gov/policy-data- 
oversight/diversity-and-inclusion/reference- 
materials/gender-identity-Guidance/; U.S. Office of 
Personnel Management, U.S. Equal Employment 
Opportunity Commission, U.S. Office of Special 
Counsel, U.S. Merit Systems Protection Board. 
Addressing Sexual Orientation and Gender Identity 
Discrimination in Federal Civilian Employment: A 
Guide to Employment Rights, Protections, and 
Responsibilities, p. 2 (June 2015), http://
www.opm.gov/LGBTGuide. 

Comment: One commenter raised 
concerns over the applicability of the 
rule to doctors in solo medical practice, 
to doctors who practice in many 
settings, and to medical students 
receiving student loans. The commenter 
suggested that the health program or 
activity—not the solo practitioner as an 
individual—be required to comply with 
the rule, and requested that we clarify 
how a doctor can determine whether 
she is covered by the rule as she moves 
between practice settings. The 
commenter also expressed concern that 
a disproportionate number of younger 
doctors would be required to comply 
with the rule as recipients of Federal 
financial assistance in the form of 
student loans. 

Response: We have not modified the 
final rule in response to these 
comments; however, we offer the 
following for clarification. 

Section 1557 applies to a recipient of 
Federal financial assistance, whether a 
hospital, clinic, medical practice, or 
individual physician. Where, for 
example, a doctor is an employee of a 
hospital and the hospital receives 
Federal financial assistance, the 
hospital’s program is the relevant health 
program or activity and it is the hospital 
that will be held accountable for 
discrimination under Section 1557. 
Where, similarly, a doctor contracts as 
an individual to provide health services 
at a free neighborhood clinic that 
receives Federal financial assistance, the 
clinic is the recipient of Federal 
financial assistance and liable for 
discrimination; the doctor is simply a 
contractor who is assisting the clinic in 
performing clinic services. 

When a doctor has a private medical 
practice that receives Federal financial 
assistance, and the doctor, through her 
practice, works as an attending 
physician at a hospital, it is the medical 
practice that is providing the services at 
the hospital, and thus the practice that 
is liable for the discrimination.40 
Moreover, a solo medical practice 
(whether incorporated or not) that 
receives Federal financial assistance is a 
covered health program or activity.41 

This approach is consistent with 
longstanding interpretations of civil 
rights law and the definition of a 
‘‘recipient’’ of Federal financial 
assistance in the regulations 
implementing Section 504, Title VI, 
Title IX and the Age Act. 

Finally, regarding receipt of student 
loan payments as Federal financial 
assistance, we clarify that the 
educational institution—not the 
student—is the recipient of the Federal 
financial assistance in that 
circumstance. Although the money is 
paid directly to the student, the 
university or other educational 
institution is the intended recipient. 
This is consistent with longstanding 
regulations implementing civil rights 
laws. 

We made two clarifying changes to 
the definition of Federal financial 
assistance. In the proposed rule, we 
defined Federal financial assistance in 
subsection (1) as any type of 
arrangement in which the Federal 
government ‘‘provides or makes 
available’’ assistance. In subsection (2), 
we explained that Federal financial 
assistance ‘‘provided or administered by 
the Department’’ includes tax credits 
and other subsidies under Title I of the 
ACA and other funds providing health 
insurance coverage. Because our 
intention was to explain further the 
meaning of (1) as it applies to the 
Department in (2), we have changed (2) 
to use the same terms used in (1). Thus, 
(2) now refers to Federal financial 
assistance ‘‘provided or made available’’ 
by the Department. 

In addition, in the proposed rule, 
subsection (2) provided that ‘‘Federal 
financial assistance provided or 
administered by the Department 
includes all tax credits under Title I of 
the ACA,’’ as well as other funds 
extended by the Department for 
providing health coverage. Because the 
Department plays a role in 
administering tax credits under Title I of 
ACA but does not have primary 
responsibility for administering that 
credit, and to ensure that tax credits 
under Title I of the ACA are understood 
to be included within the definition, we 
have modified this subsection to state 
that Federal financial assistance the 
Department provides or makes available 
includes Federal financial assistance 
that the Department plays a role in 
providing or administering. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
this definition as proposed in § 92.4 
with two modifications. The language of 
Subsection (2) of the definition has been 
modified to state that Federal financial 
assistance the Department provides or 
makes available includes Federal 
financial assistance that the Department 
plays a role in providing or 
administering. 

Gender identity. We proposed that the 
term ‘‘gender identity’’ means an 
individual’s internal sense of gender, 
which may be different from an 
individual’s sex assigned at birth. We 
noted that the way an individual 
expresses gender identity is frequently 
called ‘‘gender expression,’’ and may or 
may not conform to stereotypes 
associated with a particular gender. We 
also noted in the proposed rule that 
gender may be expressed through, for 
example, dress, grooming, mannerisms, 
speech patterns, and social interactions. 
For purposes of this part, we proposed 
that an individual has a transgender 
identity when the individual’s gender 
identity is different from the sex 
assigned to that person at birth; an 
individual with a transgender identity is 
referred to in this part as a transgender 
individual. In the proposed rule, we 
noted that the approach taken in the 
proposed definition is consistent with 
the approach taken by the Federal 
government in similar matters.42 

Comment: Several commenters 
suggested that we revise the definition 
of ‘‘gender identity’’ to reference non- 
binary identities in order to avoid 
ambiguity regarding application of the 
rule to individuals with non-binary 
gender identities. Some commenters 
noted that explicitly referencing non- 
binary identities in this definition 
would be important to avoid any doubt 
or misinterpretation given that gender 
has often been assumed to be binary, 
thus ignoring or marginalizing 
individuals with non-binary gender 
identities. 

Response: OCR has made a slight 
change to the definition of ‘‘gender 
identity’’ to insert the clause ‘‘which 
may be male, female, neither, or a 
combination of male and female.’’ The 
insertion of this clause helps clarify that 
those individuals with non-binary 
gender identities are protected under 
the rule. 

Comment: Some commenters 
suggested that, consistent with previous 
court and Federal agencies’ 
interpretations, OCR add ‘‘gender 
expression’’ to the definition of ‘‘gender 
identity’’ in order to make explicit our 
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43 See Rumble v. Fairview Heath Servs., Civ. No. 
14–cv–2037, 2015 WL 1197415, at *10 (D. Minn. 
Mar. 16, 2015) (Section 1557); Schroer v. Billington, 
577 F. Supp.2d 293, 303 (D.D.C. 2008)(Title VII); 
Macy v. Holder, EEOC Appeal No. 0120120821, 
Agency No. ATF–2011–00751, 2012 WL 1435995, at 
*7 (Apr. 20, 2012), http://www.eeoc.gov/decisions/ 
0120120821%20Macy%20v%20DOJ%20ATF.txt 
(Title VII). 

44 Public Law 100–259, 102 Stat. 28 (1988). 
45 Employee health benefits programs are 

discussed elsewhere in rule. See infra discussion of 
§ 92.208. 

46 We note that it is not permissible for clinical 
researchers to consider ‘‘cost’’ of accommodating 
participants with disabilities as a reason to exclude 
them from participation. 

47 Medicare Parts A, C, and D all constitute 
Federal financial assistance. See www.hhs.gov/civil- 
rights/for-individuals/faqs/what-qualifies-as- 
federal-financial-assistance/301/indeix.html. 

48 See http://www.who.int/about/definition/en/
print.html.(last visited Mar. 11, 2016). 

intention to protect individuals on this 
basis. 

Response: In the proposed and final 
rules’ definition of gender identity, we 
explain that the way an individual 
expresses gender identity is frequently 
called ‘‘gender expression.’’ OCR is 
clarifying that throughout this final rule, 
we interpret references to the term 
‘‘gender identity’’ as encompassing 
‘‘gender expression’’ and ‘‘transgender 
status.’’ This position is consistent with 
the position taken by courts and Federal 
agencies.43 These bases of 
discrimination are protected under the 
rule. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the definition as proposed in § 92.4 with 
three modifications. The first sentence 
of the definition of gender identity has 
been revised to reference the application 
of the rule to individuals with non- 
binary gender identities. OCR also made 
a technical edit to the last sentence to 
delete reference to the term 
‘‘transgender identity.’’ Finally, for 
clarity and consistency within the final 
rule, OCR has made a technical revision 
to the definition of gender identity to 
clarify that a transgender individual is 
an individual whose gender identity is 
different from the sex assigned to that 
person at birth. 

Health program or activity. We 
proposed that the term ‘‘health program 
or activity’’ means the provision or 
administration of health-related services 
or health-related insurance coverage and 
the provision of assistance in obtaining 
health-related services or health-related 
insurance coverage. We also proposed 
that, similar to the approach of the Civil 
Rights Restoration Act of 1987 
(CRRA) 44 and except as specifically set 
forth otherwise in this part,45 the term 
further includes all of the operations of 
an entity principally engaged in 
providing or administering health 
services or health insurance coverage, 
such as a hospital, health clinic, 
community health center, group health 
plan, health insurance issuer, 
physician’s practice, nursing facility, or 

residential or community-based 
treatment facility. We proposed that 
OCR interpret ‘‘principally engaged’’ in 
a manner consistent with civil rights 
laws that use this term. 

In the proposed rule, OCR stated that 
we intended the plural ‘‘health 
programs or activities’’ used in this part 
to have the same meaning as the term 
‘‘health program or activity’’ in the 
singular. Similarly, we noted that the 
proposed part’s use of ‘‘health programs 
and activities,’’ a variation of ‘‘health 
program or activity,’’ does not reflect a 
change in the substance of the definition 
of ‘‘health program or activity.’’ 

We proposed to interpret ‘‘health 
programs and activities’’ to include 
programs such as health education and 
health research programs. Because 
Federal civil rights laws already 
prohibit discrimination on the basis of 
race, color, national origin, disability, or 
age in all health research programs and 
activities that receive Federal financial 
assistance and prohibit discrimination 
on the basis of sex in all health research 
programs conducted by colleges and 
universities, we determined that the 
application of Section 1557 to health 
research should impose limited 
additional burden on covered entities. 

However, OCR recognized that health 
research is conducted to answer 
scientific questions and improve health 
through the advancement of knowledge; 
it is not designed to result in direct 
health benefits to participants. We also 
recognized that research projects are 
often limited in scope for many reasons, 
such as the principal investigator’s 
scientific interest, funding limitations, 
recruitment requirements, and other 
nondiscriminatory considerations. 
Thus, we noted that criteria in research 
protocols that target or exclude certain 
populations are warranted where 
nondiscriminatory justifications 
establish that such criteria are 
appropriate with respect to the health or 
safety of the subjects, the scientific 
study design, or the purpose of the 
research.46 OCR noted that we do not 
intend for inclusion of health research 
within the definition of health program 
or activity to alter the fundamental 
manner in which research projects are 
designed, conducted, or funded; nor did 
OCR propose to systematically review 
health research protocols. 

We invited comment on programs and 
activities that should be considered 
health programs or activities. 

Comment: We received comments 
requesting that we enumerate additional 

examples of a health program or 
activity, including but not limited to the 
Children’s Health Insurance Program, 
all of the operations of Medicare, and 
student health plans. 

Response: We agree that the 
Children’s Health Insurance Program 
and other health programs operated by 
State and local governments are covered 
by the rule. We also agree that student 
health plans are a health program or 
activity covered by the rule, and note 
that all student health plans are covered 
by Title IX, as well as the other civil 
rights laws cited in Section 1557, if the 
institution receives Federal financial 
assistance. 

Although the definition does not and 
could not specifically identify all health 
programs and activities covered by the 
rule (for example, we do not specifically 
mention programs that provide physical 
and/or behavioral health services, 
although they are health programs), we 
are adding the Children’s Health 
Insurance Program and the Basic Health 
Program as additional examples, given 
their significance. 

We decline to include ‘‘all the 
operations of Medicare’’ in the 
definition of health program or activity. 
While we agree that all parts of the 
Medicare program are a health program 
or activity, not all operations in the 
Medicare program constitute Federal 
financial assistance; as discussed above, 
Medicare Part B is excluded from the 
definition of Federal financial assistance 
under this rule and other HHS civil 
rights authorities.47 Thus, we believe 
the proposed language could create 
confusion in determining the scope of 
the final rule. 

Comment: Some commenters noted 
that OCR did not propose to define the 
term ‘‘health’’ in ‘‘health program and 
activity,’’ and recommended that OCR 
use the definition of ‘‘health’’ adopted 
by the World Health Organization, 
which includes an individual’s or 
population’s physical, mental, or social 
well-being.48 

Response: OCR declines to add a 
definition of ‘‘health,’’ but interprets 
‘‘health’’ to include physical and mental 
well-being. 

Comment: Several commenters 
recommended that the rule apply only 
to the specific health program for which 
the entity receives Federal financial 
assistance, such as health insurance 
coverage sold through the 
MarketplaceSM, and not to other 
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49 68 FR 47311, 47313 (Aug. 8, 2003). 
50 We use the terms ‘‘oral interpretation’’ and 

‘‘written translation’’ for clarity. The term 
‘‘interpretation’’ used without the preceding 
descriptor of ‘‘oral’’ refers to the communication of 
information orally and the term ‘‘translation’’ used 

without the preceding descriptor of ‘‘written’’ refers 
to the communication of information in writing. 
See, e.g., U.S. Dep’t of Justice, Commonly Asked 
Questions and Answers Regarding Limited English 
Proficient (LEP) Individuals, http://www.lep.gov/
faqs/faqs.html#OneQ11 (last visited Mar. 15, 2016) 
(differentiating between interpreters and translators 
in FAQ 11); Interpreters and Translators, U.S. Dep’t 
of Labor, Bureau of Labor Statistics, Occupational 
Outlook Handbook, 2014–15, http://www.bls.gov/
ooh/media-and-communication/interpreters- 
andtranslators.htm (explaining that interpreters 
convert information in a spoken language and 
translators convert information in written 
language). 

products and services provided outside 
the MarketplaceSM by issuers 
participating in the MarketplaceSM. 
These commenters stated that applying 
the rule to operations or products that 
are not the direct recipients of Federal 
financial assistance conflicts with the 
plain meaning of Section 1557. 

Response: Section 1557 prohibits 
discrimination under ‘‘any health 
program or activity, any part of which 
is receiving Federal financial 
assistance. . . .’’ By applying the 
prohibition if ‘‘any part’’ of the health 
program or activity receives Federal 
financial assistance, the law provides 
that the term ‘‘health program or 
activity’’ must be interpreted in a 
manner that uniformly covers all of the 
operations of any entity that receives 
Federal financial assistance and that is 
principally engaged in health services, 
health insurance coverage, or other 
health coverage, even if only part of the 
health program or activity receives such 
assistance. This interpretation serves the 
central purposes of the ACA, and 
effectuates Congressional intent, by 
ensuring that entities principally 
engaged in health services, health 
insurance coverage, or other health 
coverage do not discriminate in any of 
their programs and activities, thereby 
enhancing access to services and 
coverage. 

This approach is consistent with the 
approach Congress adopted in the 
CRRA, which amended the four civil 
rights laws referenced in Section 1557 
and defines ‘‘program or activity’’ to 
mean ‘‘all of the operations of . . . an 
entire corporation, partnership, or other 
private organization, or an entire sole 
proprietorship . . . which is principally 
engaged in the business of providing,’’ 
among other things, a range of social 
and health services. The CRRA 
establishes that the entire program or 
activity is required to comply with the 
prohibitions on discrimination if any 
part of the program or activity receives 
Federal financial assistance. The CRRA 
has been consistently applied since its 
enactment in 1988, and we believe that 
Congress adopted a similar approach 
with respect to the scope of health 
programs and activities covered by 
Section 1557. If any part of a health care 
entity receives Federal financial 
assistance, then all of its programs and 
activities are subject to the 
discrimination prohibition. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are modifying 
the definition as proposed in § 92.4 to 
include the Children’s Health Insurance 

Program and the Basic Health Program 
as additional examples of a health 
program or activity. 

Individual with limited English 
proficiency. We proposed that the term 
‘‘individual with limited English 
proficiency’’ codify the Department’s 
longstanding definition reflected in 
guidance interpreting Title VI’s 
prohibition of national origin 
discrimination, entitled Guidance to 
Federal Financial Assistance Recipients 
Regarding Title VI Prohibition Against 
National Origin Discrimination 
Affecting Limited English Proficient 
Persons 49 (HHS LEP Guidance). Under 
the proposed definition, an individual 
whose primary language for 
communication is not English is 
considered an individual with limited 
English proficiency if the individual has 
a limited ability to read, write, speak or 
understand English. Accordingly, we 
proposed that an individual whose 
primary language for communication is 
not English, even if he or she has some 
ability to speak English, is an individual 
with limited English proficiency if the 
individual has a limited ability to read, 
write, speak or understand English. 

Commenters addressing this 
definition overwhelmingly supported its 
codification from the HHS LEP 
Guidance to regulatory text. We did not 
receive suggested revisions to the 
wording of this definition. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
this definition as proposed in § 92.4, 
without modification. 

Language assistance services. OCR 
proposed that the term ‘‘language 
assistance services’’ identify types of 
well-established methods or services 
used to communicate with individuals 
with limited English proficiency, 
including (1) oral language assistance; 
(2) written translation of documents and 
Web sites; and (3) taglines. We noted 
that a covered entity has flexibility to 
provide language assistance services in- 
house or through commercially 
available options. We declined to offer 
an exhaustive list of available methods. 
However, we proposed that paragraph 
(1) identify the following as available 
methods to communicate orally with 
individuals with limited English 
proficiency: Oral interpretation (in- 
person or remotely) 50 and direct 

communication through the use of 
bilingual or multilingual staff competent 
to communicate directly, in non-English 
languages using any necessary 
specialized vocabulary, with 
individuals with limited English 
proficiency. 

We did not receive suggested 
revisions to the wording of this 
definition. Comments we received on 
the specific types of language assistance 
services mentioned in the definition are 
addressed in the relevant portions of the 
preamble to § 92.4 for those respective 
terms. 

For clarity and consistency within the 
final rule, we are replacing several 
phrases in this definition with other 
terms to conform to changes made in 
other provisions of the final rule. First, 
in paragraph (1) regarding oral language 
assistance, we are adding the words ‘‘for 
an individual with limited English 
proficiency’’ after ‘‘qualified 
interpreter’’ because § 92.4 now defines 
‘‘qualified interpreter for an individual 
with limited English proficiency’’ 
separately from a ‘‘qualified interpreter 
for an individual with a disability.’’ 
Also, because § 92.4 defines ‘‘qualified 
bilingual/multilingual staff,’’ we are 
replacing ‘‘bilingual or multilingual staff 
competent to communicate, in non- 
English languages using any necessary 
specialized vocabulary’’ with ‘‘the use 
of qualified bilingual/multilingual staff 
to communicate.’’ In paragraph (2) 
regarding written translation, we are 
replacing the reference to written 
translation of ‘‘documents and Web 
sites’’ to ‘‘written content in paper or 
electronic form.’’ Finally, because § 92.4 
defines ‘‘qualified translator,’’ we are 
adding ‘‘performed by a qualified 
translator’’ after ‘‘written translation.’’ 

Summary of Regulatory Changes 

For the reasons set forth in the 
proposed rule and considering the 
comments received, we are finalizing 
the definition as proposed in § 92.4 with 
technical revisions, as described in the 
preceding paragraph, to ensure 
consistency with other provisions of the 
final rule. 
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51 29 CFR 1606.1 (defining ‘‘national origin 
discrimination’’). 

52 In addition, courts have adopted this principle. 
See, e.g., Bennun v. Rutgers State Univ., 941 F.2d 
154, 173 (3d Cir. 1991), cert. denied, 502 U.S. 1066 
(1992) (stating that an individual’s birth in a foreign 
country where another culture predominates, 
immersion in that country’s ways of life, and 
speaking the native language in one’s home, are 
sufficient to identify the individual as part of a 
national origin group); Fragante v. City and County 
of Honolulu, 888 F.2d 591, 595–96 (9th Cir. 1989), 
cert. denied, 494 U.S. 1081 (1990) (stating that 
accent and national origin are inextricably 
intertwined in many cases); Gutierrez v. Mun. Court 
of Southeast Jud. Dist., Los Angeles Cnty., 838 F.2d 
1031, 1039 (9th Cir. 1988 vac’d and rem, 490 U.S. 
1016 (1989)(stating that ‘‘[b]ecause language and 
accents are identifying characteristics, ‘‘rules which 
have a negative effect on bilinguals, individuals 
with accents, or non-English speakers, may be mere 
pretexts for intentional national origin 
discrimination’’). A member of a religious group 
states a cognizable national origin discrimination 
claim under Title VI and Section 1557 and this part 
when that discrimination is based on a religious 
group’s shared ancestry or its physical, cultural, 
and linguistic characteristics rather than its 
members’ religious practice. See Letter from 
Thomas Perez, Assistant Attorney Gen., Civil Rights 
Div., U.S. Dep’t of Justice to Russlynn Ali, Assistant 
Sec’y for Civil Rights, Office for Civil Rights, U.S. 

Dep’t of Educ. Re: Title VI and Coverage of 
Religiously Identifiable Groups, at 2 (Sept. 8, 2010), 
https://www.justice.gov/sites/default/files/crt/
legacy/2011/05/04/090810_AAG_Perez_Letter_to_
Ed_OCR_Title%20VI_and_Religiously_Identifiable_
Groups.pdf. 

53 See Voluntary Resolution Agreement between 
U.S. Dep’t of Health & Human Servs., Office for 
Civil Rights and Ariz. Health Care Cost 
Containment System & the Ariz. Dep’t of Econ. Sec., 
OCR Transaction Nos. 10–117078 & 10–117875 
(2015), http://www.hhs.gov/sites/default/files/ocr/
civilrights/activities/agreements/Arizona/vra.pdf 
[hereinafter HHS OCR VRA with AZ Agencies] 
(resolving cognizable complaints of national origin 
discrimination under Title VI following 
implementation of a State law requiring State 
employees, in the administration of public benefits 
programs, to report ‘‘discovered violations of 
federal immigration law’’ to U.S. Immigration and 
Customs Enforcement). 

54 See 45 CFR 86.40(b) (prohibiting 
discrimination on the basis of ‘‘pregnancy, 
childbirth, false pregnancy, termination of 
pregnancy or recovery therefrom’’). 

55 490 U.S. 228, 250–51 (1989). 
56 See 5 CFR 300.102(c), 300.103(c), 300.103(c), 

315.806(d), 335.103(b)(1), 537.105(d), 900.603(e) 
(U.S. Office of Personnel Management regulations 
providing that discrimination on the basis of sex 
includes discrimination on the basis of gender 
identity); Directive 2014–02, U.S. Dep’t of Labor, 
Office of Fed. Contract Compliance Programs, § 5 
(Aug. 19, 2014), http://www.dol.gov/ofccp/regs/
compliance/directives/dir2014_02.html; Statement 
of Interest of the United States, Jamal v. SAKS & 
Co., No. 4:14–CV–2782 (S.D. Tex. Jan. 26, 2015) 
https://www.justice.gov/sites/default/files/crt/
legacy/2015/02/27/jamalsoi.pdf; Statement of 
Interest of the United States, Tooley v. Van Buren 
Pub. Sch., No. 2:14–cv–13466–AC–DRG (E.D. Mich. 
Feb. 24, 2015) https://www.justice.gov/sites/default/ 
files/crt/legacy/2015/02/27/tooleysoi.pdf; Memo 
from Eric Holder, Att’y Gen., to U.S. Att’ys & Heads 
of Dep’t Components (Dec. 18, 2014), https://
www.justice.gov/opa/pr/attorney-general-holder- 
directs-department-include-gender-identity-under- 
sex-discrimination; U.S. Dep’t of Educ., Questions 
and Answers on Title IX and Sexual Violence, p. 
B–2, http://www2.ed.gov/about/offices/list/ocr/
docs/qa-201404-title-ix.pdf; Macy, 2012 WL 
1435995, at *11. 

57 See Letter from Leon Rodriguez, Director, U.S. 
Dep’t of Health & Human Servs., Office for Civil 
Rights, to Maya Rupert, Federal Policy Director, 
National Center for Lesbian Rights (Jul. 12, 2012), 
https://www.nachc.com/client/
OCRLetterJuly2012.pdf. 

58 See, e.g., Rumble v. Fairview Heath Servs., Civ. 
No. 14–cv–2037, 2015 WL 1197415, at *10 (D. 
Minn. Mar. 16, 2015) (Section 1557) (order denying 
motion to dismiss); Barnes v. City of Cincinnati, 401 
F.3d 729, 737 (6th Cir.), cert. denied, 546 U.S. 1003 
(2005)(Title VII); Smith v. City of Salem, Ohio, 378 
F.3d 566, 575 (6th Cir. 2004) (Title VII); Schroer v. 
Billington, 577 F.Supp.2d 293, 304 (D.D.C. 2008) 
(Title VII). But see Johnston v. Univ. of Pittsburgh, 
97 F.Supp.3d 657, 671 (W.D. Pa. 2015) (appeal 
docketed, No. 1502922) (3d Cir. Apr. 24, 2015) 
(holding that an individual treated in accordance 
with sex assigned at birth has not been 
discriminated against on the basis of sex under Title 
IX). 

National origin. The proposed rule 
did not define the term ‘‘national 
origin.’’ 

Comment: A few commenters 
recommended defining ‘‘race, color, or 
national origin’’ to include ‘‘language’’ 
and ‘‘immigration status.’’ Commenters 
asserted that ‘‘language’’ should be 
included to capture the application of 
national origin discrimination to 
individuals with limited English 
proficiency. As to immigration status, 
some commenters requested 
clarification that immigrants, and 
particularly non-U.S. citizens, are 
protected from discrimination on the 
basis of race, color, national origin, sex, 
age, or disability under Section 1557 
and this part. 

Response: In response to comments, 
we are providing further clarification on 
the scope of ‘‘national origin’’; we 
determine it unnecessary to define 
‘‘race’’ or ‘‘color.’’ Thus, this final rule 
defines ‘‘national origin’’ consistent 
with the well-established definition of 
the term that the Equal Employment 
Opportunity Commission (EEOC) uses 
in its interpretation of Title VII of the 
Civil Rights Act of 1964.51 This 
definition clarifies that national origin 
includes not only an individual’s place 
of origin, but also his or her ancestor’s 
place of origin, which reflects our intent 
that individuals born in the United 
States but who have an ancestry outside 
the United States are protected. This 
definition also clarifies that national 
origin includes an individual’s 
manifestation of the physical, cultural, 
or linguistic characteristics of a national 
origin group.52 

By contrast, we decline to include the 
term ‘‘immigration status’’ in the 
definition of ‘‘national origin.’’ An 
individual’s national origin is not the 
same as her citizenship or immigration 
status, and neither Title VI nor Section 
1557 explicitly protects individuals 
against discrimination on the basis of 
citizenship or immigration status. 
However, as under Title VI, Section 
1557 and this part protect individuals 
present in the United States, whether 
lawfully or not, who are subject to 
discrimination based on race, color, 
national origin, sex, age, or disability. 
Moreover, OCR considers an immigrant 
or noncitizen to state a cognizable 
national origin discrimination claim 
under Title VI,53 Section 1557, and this 
part when the claim alleges that a 
covered entity’s use of a facially neutral 
policy or practice related to citizenship 
or immigration status has a disparate 
impact on individuals of a particular 
national origin group. 

Summary of Regulatory Changes 
For the reasons set forth above and 

considering the comments received, we 
are defining the term ‘‘national origin’’ 
in § 92.4 to include an individual’s 
manifestation of the physical, cultural, 
or linguistic characteristics of a national 
origin group as well as an individual’s 
or her ancestor’s place of origin. 

On the basis of sex. We proposed that 
the term ‘‘on the basis of sex’’ includes, 
but is not limited to, discrimination on 
the basis of pregnancy, false pregnancy, 
termination of pregnancy, or recovery 
therefrom, childbirth or related medical 
conditions, sex stereotyping, and gender 
identity. 

We noted that Section 1557 extends 
the grounds for discrimination found in 
the nondiscrimination laws cited in the 
statute (i.e., race, color, national origin, 
sex, age, or disability) to certain health 
programs and activities. We noted that 
the HHS Title IX regulation explicitly 
includes discrimination on the basis of 

pregnancy as a form of discrimination 
on the basis of sex, and we proposed 
that the definition in this section mirror 
that regulation.54 

We noted that the proposed inclusion 
of sex stereotyping reflects the Supreme 
Court’s holding in Price Waterhouse v. 
Hopkins,55 and that discrimination 
based on stereotypical notions of 
appropriate behavior, appearance or 
mannerisms for each gender constitutes 
sex discrimination. 

We proposed that discrimination on 
the basis of sex further includes 
discrimination on the basis of gender 
identity. We noted that like other 
Federal agencies,56 HHS has previously 
interpreted sex discrimination to 
include discrimination on the basis of 
gender identity.57 We also noted that 
courts, including in the context of 
Section 1557, have recognized that sex 
discrimination includes discrimination 
based on gender identity.58 Thus, we 
proposed to adopt formally this well- 
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59 U.S. Equal Employment Opportunity Comm’n 
Appeal No. 0120133080, Agency No. 2012–24738– 
FAA–03 (July 15, 2015), http://www.eeoc.gov/
decisions/0120133080.txt. 

60 42 U.S.C. 18023(b)(4). 
61 42 U.S.C. 18023(b)(1)(A). 
62 42 U.S.C. 18023. 

63 490 U.S. at 251 (citations omitted). 
64 See, e.g., Smith v. City of Salem, Ohio, 378 

F.3d. 566, 573–74 (6th Cir. 2004). 
65 See, e.g., Wolfe v. Fayetteville, Ark. Sch. Dist., 

648 F.3d 860, 864 n.4 (8th Cir. 2011); Weinstock v. 
Columbia Univ., 224 F.3d 33, 42 n.1 (2d Cir. 2000), 
cert. denied, 540 U.S. 811 (2003). 

accepted interpretation of 
discrimination ‘‘on the basis of sex.’’ 

OCR stated that as a matter of policy, 
we also support banning discrimination 
in health programs and activities on the 
basis of sexual orientation. We noted 
that current law is mixed on whether 
existing Federal nondiscrimination laws 
prohibit discrimination on the basis of 
sexual orientation as a part of their 
prohibitions on sex discrimination. 
However, we further noted that a recent 
U.S. EEOC decision, Baldwin v. 
Department of Transportation,59 
concluded that Title VII’s prohibition of 
discrimination ‘‘on the basis of sex’’ 
includes sexual orientation 
discrimination because discrimination 
on the basis of sexual orientation 
necessarily involves sex-based 
considerations. 

We proposed that the final rule reflect 
the current state of nondiscrimination 
law, and we sought comment on the 
best way of ensuring that this rule 
includes the most robust set of 
protections supported by the courts on 
an ongoing basis. 

Comment: Several commenters 
commended OCR’s inclusion of 
discrimination not only on the basis of 
pregnancy, but also on the basis of 
pregnancy-related procedures or 
conditions in the definition of ‘‘on the 
basis of sex’’ and noted that such a 
position is consistent with existing civil 
rights statutes. Other commenters noted 
concern that the inclusion of the phrase 
‘‘termination of pregnancy’’ in the 
definition of ‘‘on the basis of sex’’ will 
be interpreted as requiring the provision 
or coverage of, or referral for, pregnancy 
termination, and urged OCR to state 
explicitly that neither Section 1557 nor 
the regulation imposes such a 
requirement. 

Response: The definition of ‘‘on the 
basis of sex’’ established by this rule is 
based upon existing regulation and 
previous Federal agencies’ and courts’ 
interpretations that discrimination on 
the basis of sex includes discrimination 
on the basis of pregnancy, childbirth, 
false pregnancy, termination of 
pregnancy or recovery therefrom. 

Additionally, the final rule balances 
an individual’s right to access health 
programs and activities free from 
discrimination with protections for 
religious beliefs and practices. As we 
explained in the preamble to the 
proposed rule and have reiterated here, 
this rule does not displace existing 
protections afforded by, for example, 

Federal provider conscience laws and 
RFRA. Again, with respect to concerns 
about potential conflicts between 
provisions of the final rule and 
individuals’ or organizations’ sincerely 
held religious beliefs, we refer to the 
discussion at § 92.2 in this preamble. 
With respect to abortion, moreover, 
nothing in Section 1557 displaces the 
ACA provisions regarding abortion, 
including but not limited to the 
provision that no qualified health plan 
offered through a Marketplace may 
discriminate against an individual 
health care provider or health care 
facility because of its unwillingness to 
provide, pay for, provide coverage of, or 
refer for abortions; 60 provisions that 
state that nothing in the ACA shall be 
construed to require a qualified health 
plan to provide coverage of abortion as 
an essential health benefit; 61 and the 
provision permitting States to prohibit 
abortion coverage in qualified health 
plans and restricting the use of Federal 
funding for abortion services.62 

Comment: A significant number of 
commenters commended our inclusion 
of gender identity and sex stereotyping 
in the definition of ‘‘on the basis of sex’’ 
and noted that the inclusion is 
consistent with a growing body of legal 
precedent. Some commenters suggested 
OCR add transgender status and gender 
expression in the definition of ‘‘on the 
basis of sex’’ in order to make explicit 
our intention to protect individuals on 
these bases, consistent with previous 
court and Federal agency 
interpretations. 

Conversely, a few commenters opined 
that the inclusion of gender identity 
discrimination as a form of 
discrimination on the basis of sex was 
based on erroneous interpretations of 
Title IX legislative history because 
Congressional intent to ban sex 
discrimination was based only on the 
biological classifications of males and 
females, not gender identity. A few 
commenters thought that OCR’s reliance 
on previously adopted Federal agencies’ 
interpretations was weak and 
unpersuasive and that the reliance on 
cases arising under Federal civil rights 
laws other than Title IX was misplaced, 
further pointing to a few recent court 
decisions under Title IX that rejected 
claims that discrimination on the basis 
of sex includes discrimination on the 
basis of gender identity. 

A few commenters also suggested that 
the inclusion of ‘‘gender identity’’ as a 
prohibited basis of discrimination on 
the basis of sex may infringe upon 

individual patients’ constitutional right 
to privacy by requiring those patients to 
participate in sex-specific programs or 
activities with a ‘‘non-biological’’ male 
or female and additionally contravenes 
employees’ and faith-based 
organizations’ religious beliefs by 
forcing them to participate in services 
affirming gender identity in violation of 
their religious convictions. 

Response: The definition of ‘‘on the 
basis of sex’’ established by this rule is 
based upon existing regulation and 
previous Federal agencies’ and courts’ 
interpretations that discrimination on 
the basis of sex includes discrimination 
on the basis of gender identity and sex 
stereotyping. While OCR appreciates the 
commenters’ request that we add 
transgender status and gender 
expression to the definition of ‘‘on the 
basis of sex,’’ we do not believe that it 
is necessary to add these terms to the 
definition. As previously stated, we 
encompass these bases in the definition 
of ‘‘gender identity’’; thus, references to 
‘‘gender identity’’ include ‘‘gender 
expression’’ and ‘‘transgender status.’’ 
Because the definition of ‘‘on the basis 
of sex’’ includes gender identity, further 
reference to transgender status or gender 
expression here is superfluous. 

OCR also believes that its inclusion of 
gender identity is well grounded in the 
law and disagrees with those 
commenters who argued to the contrary. 
As the Supreme Court made clear in 
Price Waterhouse v. Hopkins, in 
prohibiting sex discrimination, Congress 
intended to strike at the entire spectrum 
of discrimination against men and 
women resulting from sex stereotypes.63 
Courts after Price Waterhouse interpret 
Title VII’s protections against 
discrimination on the basis of sex as 
encompassing not only ‘‘sex,’’ or 
biological differences between the sexes, 
but also ‘‘gender’’ and its 
manifestations.64 In essence, Price 
Waterhouse thus rejects the reasoning, 
and vitiates the precedential value, of 
earlier Federal appellate court decisions 
that limited Title VII’s coverage of ‘‘sex’’ 
to the anatomical and biological 
characteristics of sex. Moreover, courts 
frequently look to case law interpreting 
other civil rights provisions, including 
Title VII, for guidance in interpreting 
Title IX.65 

OCR’s approach accords with well- 
accepted legal interpretations adopted 
by other Federal agencies and courts. 
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66 U.S. Dep’t of Education, Office for Civil Rights, 
Questions and Answers in Title IX and Single Sex 
Elementary and Secondary Classes and Extra- 
Curricular Activities, (2014), http://www2.ed.gov/
about/offices/list/ocr/docs/faqs-title-ix-single-sex- 
201412.pdf. 

67 .G. ex rel. Grimm v. Gloucester Cty. Sch. Bd., 
No. 15–2056, 2016 WL 1567467 at * 6 (4th Cir. 
2016). 

68 See e.g., Crosby v. Reynolds, 763 F. Supp. 666 
(D. Me. 1991) (requiring female prisoner to share a 
cell with a transgender woman violated no clearly 
established constitutional right); cf. Cruzan v. 
Special Sch. Dist., #1, 294 F.3d 981 (8th Cir. 2002) 
(per curiam) (teacher’s assertion that her personal 
privacy was invaded when school permitted a 
transgender woman to use women’s restroom was 
not cognizable under employment discrimination 
law). 

69 45 CFR 155.120(c)(1)(ii); 156.200(e). 
70 42 CFR 482.13(h)(3). 
71 http://www.medicare.gov/sign-up-change- 

plans/same-sex-marriage.html (last visited Mar. 11, 
2016). 

72 For example, in 1996, the Supreme Court 
struck down an amendment to the Colorado 
constitution that prohibited the State government 
from providing any legal protections to gay, lesbian, 
and bisexual individuals. Romer v. Evans, 517 U.S. 
620 (1996). And, just last year, the Supreme Court 
ruled in Obergefell v. Hodges, 135 S. Ct. 2584 
(2015), that states may not prohibit same-sex 
couples from marrying and must recognize the 
validity of same-sex couples’ marriages. 

73 490 U.S. 228 (1989). 
74 See Def.’s Renewed Mot. to Dismiss at 18–19, 

Terveer v. Billington, No. 1:12–cv–1290, ECF No. 27 
(D.D.C. Mar. 21, 2013). 

75 See, e.g., Deneffe v. SkyWest, Inc., No. 14–cv– 
00348, 2015 WL 2265373, at * (D. Colo. May 11, 
2015); Terveer v. Billington, 34 F. Supp. 3d 100, 116 
(D.D.C. 2014); Boutillier v. Hartford Pub. Schs., 

Continued 

For example, Title IX Guidance issued 
by the U.S. Department of Education 
generally requires recipients of federal 
financial assistance to treat transgender 
students consistent with their gender 
identity.66 The Fourth Circuit reversed a 
lower court decision dismissing the 
Title IX sex discrimination claim of a 
transgender student prohibited from 
using the school bathroom consistent 
with his gender identity, holding that 
the Department of Education’s 
interpretation of its regulation was not 
plainly erroneous, and thus was entitled 
to controlling weight.67 

The fact that there may be 
circumstances in which it is permissible 
to make sex-based distinctions is not a 
license to exclude individuals from 
health programs and activities for which 
they are otherwise eligible simply 
because their gender identity does not 
align with other aspects of their sex, or 
with the sex assigned to them at birth. 
The Department has a responsibility to 
ensure that health programs and 
activities of covered entities are carried 
out free from such discrimination. 

To the extent that privacy 
considerations may be relevant in an 
anti-discrimination analysis, OCR will 
consider these interests in the context of 
individual complaints. We note, 
however, that at least one court has 
rejected a claim that an individual’s 
legal right to privacy is violated simply 
by permitting another person access to 
a sex-specific program or facility that 
corresponds to their gender identity.68 
With respect to concerns about potential 
conflicts between provisions of the final 
rule and individuals’ or organizations’ 
sincerely held religious beliefs, we refer 
to the discussion at § 92.2 in this 
preamble. 

Comment: A few commenters 
recommended that OCR clarify that the 
prohibition on sex discrimination 
extends to discrimination on the basis of 
the presence of atypical sex 
characteristics and intersex traits (i.e., 
people born with variations in sex 

characteristics, including in 
chromosomal, reproductive, or 
anatomical sex characteristics that do 
not fit the typical characteristics of 
binary females or males). At least one 
commenter noted that this clarification 
is necessary because intersex people 
may face discrimination when medical 
providers or insurance companies 
follow policies which deem certain 
medical procedures available to only 
one sex, thereby excluding intersex 
people who may be registered under 
another sex. 

Response: We agree with the 
commenters that the prohibition on sex 
discrimination extends to 
discrimination on the basis of intersex 
traits or atypical sex characteristics. 
OCR intends to apply its definition of 
‘‘on the basis of sex’’ to discrimination 
on these bases. 

Comment: Many commenters 
requested that OCR explicitly state in 
the rule that Section 1557’s prohibition 
of discrimination on the basis of sex 
includes discrimination on the basis of 
sexual orientation. Other commenters 
asserted that Section 1557 did not 
intend to protect against sexual 
orientation discrimination and that OCR 
does not have authority to include this 
basis because no Federal appellate court 
has interpreted Title IX’s or Title VII’s 
ban on sex discrimination to protect 
same-sex relationships or conduct. 

Response: As we noted in the 
preamble to the proposed rule, we 
support a prohibition on discrimination 
based on sexual orientation as a matter 
of policy. We believe that it is critical 
to meeting the goals of Section 1557 
and, more broadly, the ACA, to ensure 
equal access to health care and health 
coverage. Indeed, these policy goals are 
reflected in the increasing number of 
actions taken by Federal agencies to 
ensure that lesbian, gay, and bisexual 
individuals are protected from 
discrimination. For example, CMS 
regulations bar discrimination on the 
basis of sexual orientation by Health 
Insurance Marketplaces and issuers 
offering qualified health plans; 69 
Medicare regulations prohibit the 
restriction of visitation rights in 
hospitals based on sexual orientation (or 
gender identity); 70 and the Social 
Security Administration is now 
processing Medicare enrollments for 
same-sex spouses.71 Court decisions 
have, moreover, repeatedly made clear 
that individuals and couples deserve 

equal rights regardless of their sexual 
orientation.72 

The preamble to the proposed rule 
stated our policy position and noted 
that ‘‘[t]he final rule should reflect the 
current state of nondiscrimination law, 
including with respect to prohibited 
bases of discrimination’’ while seeking 
comment on the issue. While the 
preamble observed that no Federal 
appellate court has concluded to date 
‘‘that Title IX’s prohibition of 
discrimination ‘on the basis of sex’—or 
Federal laws prohibiting sex 
discrimination more generally— 
prohibits sexual orientation 
discrimination,’’ it also noted recent 
court decisions that have prohibited 
discrimination in cases involving 
allegations of discrimination relating to 
an individual’s sexual orientation on the 
grounds that such discrimination is 
discrimination on the basis of sex 
stereotyping. 

Price Waterhouse v. Hopkins 73 is the 
foundational decision that underlies 
these legal developments. Though Price 
Waterhouse did not involve an 
allegation of discrimination based on an 
individual’s sexual orientation, the 
Supreme Court recognized in that case 
that unlawful sex discrimination occurs 
where an individual is treated 
differently based on his or her failure to 
conform to gender-based stereotypes 
about how men or women should 
present themselves or behave. The 
Department of Justice has therefore 
taken the position that a well-pled 
complaint alleging discrimination 
against a gay employee because of his 
failure to conform to sex stereotypes 
states a viable sex discrimination claim 
under Title VII.74 When a covered entity 
discriminates against an individual 
based on his or her sexual orientation, 
the entity may well rely on stereotypical 
notions or expectations of how members 
of a certain sex should act or behave. 
These stereotypes are precisely the type 
of gender-based assumptions prohibited 
by Price Waterhouse.75 
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2014 WL 4794527 at *2 (D. Conn. 2014); Koren v. 
The Ohio Bell Tel. Co., 894 F. Supp.2d 1032, 1037– 
38 (N.D. Ohio. 2012); Heller v. Columbia Edgewater 
Country Club, 195 F. Supp.2d 1212, 1224, adopted, 
195 F. Supp.2d 1216 (D. Or. 2002); Centola v. 
Potter, 183 F. Supp.2d 403, 410 (D. Mass. 2002). 

76 See Videckis and White v. Pepperdine Univ., 
No. 15–00298, 2015 WL 8916764 (C.D. Cal. Dec. 15, 
2015) (denying motion to dismiss). 

77 Isaacs v. Felder, No. 2:13 cv 693, 2015 WL 
6560655, at * 9 (M.D. Ala. Oct. 29, 2015) (internal 
quotation marks omitted). 

78 Videckis, 2015 WL 8916764. Prior circuit court 
decisions have drawn such distinctions. See, e.g., 
Dawson v. Bumble & Bumble, 398 F.3d 211, 218 (2d 
Cir. 2005); Vickers v. Fairfield Med. Ctr., 453 F.3d 
757, 763 (6th Cir. 2006). 

79 U.S. Equal Employment Opportunity Comm’n 
Appeal No. 0120133080, Agency No. 2012–24738– 
FAA–03 (July 15, 2015), http://www.eeoc.gov/
decisions/0120133080.txt (finding that sexual 
orientation is inseparable from and inescapably 
linked to sex and thus that an allegation of 
discrimination based on sexual orientation is 
necessarily an allegation of sex discrimination). 

80 See 80 FR at 54176, 54216. 
81 See HHS LEP Guidance, supra note 49, 68 FR 

at 47317 (stating that the covered entity may 
provide oral language assistance through bilingual 
staff members that are ‘‘competent to communicate 
directly with [limited English proficient] persons in 
their language’’). 

82 See HHS LEP Guidance, 68 FR at 47311, 47316 
(explaining that an individual’s proficiency in 
another language, knowledge of specialized 
terminology, and adherence to interpreter ethics are 
considerations in determining competency to 
interpret); id. at 47317–18, 47323 (discussing why 
family members, friends, and ad hoc interpreters 
may not be competent to interpret); The language 
is also consistent with the approach we have taken 
in our Title VI enforcement efforts. See, e.g., 
Voluntary Resolution Agreement between U.S. 
Dep’t of Health & Human Servs., Office for Civil 
Rights and Mee Memorial Hosp., OCR Transaction 

Based on this understanding, some 
courts have recognized in the wake of 
Price Waterhouse that discrimination 
‘‘because of sex’’ includes 
discrimination based on sex stereotypes 
about sexual attraction and sexual 
behavior 76 or about deviations from 
‘‘heterosexually defined gender 
norms.’’ 77 For example, a recent district 
court decision in the Ninth Circuit held 
that the distinction between 
discrimination based on gender 
stereotyping and discrimination based 
on sexual orientation is artificial, and 
claims based on sexual orientation are 
covered by Title VII and Title IX, not as 
an independent category of claims 
separate from sex and gender 
stereotyping, but as sex or gender 
discrimination.78 

In addition, in Baldwin v. Department 
of Transportation the EEOC concluded 
that Title VII’s prohibition of 
discrimination ‘‘because of sex’’ 
includes sexual orientation 
discrimination because discrimination 
on the basis of sexual orientation 
necessarily involves sex-based 
considerations.79 The EEOC relied on 
several theories to reach this 
conclusion: A plain reading of the term 
‘‘sex’’ in the statutory language, an 
associational theory of discrimination 
based on ‘‘sex,’’ and the gender 
stereotype theory announced in Price 
Waterhouse. 

For all of these reasons, OCR 
concludes that Section 1557’s 
prohibition of discrimination on the 
basis of sex includes, at a minimum, sex 
discrimination related to an individual’s 
sexual orientation where the evidence 
establishes that the discrimination is 
based on gender stereotypes. 
Accordingly, OCR will evaluate 
complaints alleging sex discrimination 
related to an individual’s sexual 

orientation to determine whether they 
can be addressed under Section 1557. 

OCR has decided not to resolve in this 
rule whether discrimination on the basis 
of an individual’s sexual orientation 
status alone is a form of sex 
discrimination under Section 1557. We 
anticipate that the law will continue to 
evolve on this issue, and we will 
continue to monitor legal developments 
in this area. We will enforce Section 
1557 in light of those developments and 
will consider issuing further guidance 
on this subject as appropriate. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
this definition as proposed in § 92.4 
without modification. 

Qualified bilingual/multilingual staff. 
In the proposed rule, we proposed to 
define ‘‘language assistance services’’ to 
include, as a type of oral language 
assistance, the use of staff members who 
are ‘‘competent to communicate, in non- 
English languages using any necessary 
specialized vocabulary, directly with 
individuals with limited English 
proficiency.’’ 80 The proposed rule did 
not define the term ‘‘qualified bilingual/ 
multilingual staff.’’ 

Comment: Some commenters 
observed that as an alternative to 
providing oral interpretation, many 
covered entities rely on staff members to 
serve individuals with limited English 
proficiency in their respective primary 
languages. According to these 
commenters, covered entities 
mistakenly assume that staff members 
who possess a rudimentary familiarity 
with at least one non-English language 
are competent to provide oral language 
assistance for the covered entity’s health 
program or activity. Commenters asked 
us to require covered entities to assess 
the proficiency of staff members who 
communicate directly with individuals 
with limited English proficiency in their 
respective primary languages. 

Response: In response to commenters’ 
observations, we have defined the term 
‘‘qualified bilingual/multilingual staff’’ 
in § 92.4 to clarify the knowledge, skills, 
and abilities that a staff member must 
demonstrate for a covered entity to 
designate that staff member to provide 
effective oral language assistance.81 
Specifically, qualified bilingual/
multilingual staff must demonstrate to 

the covered entity that they are 
proficient in English and at least one 
other spoken language, including any 
necessary specialized vocabulary, 
terminology and phraseology, and are 
able to effectively, accurately, and 
impartially communicate directly with 
individuals with limited English 
proficiency in their primary language. 
An individual who meets the definition 
of ‘‘qualified bilingual/multilingual 
staff’’ does not necessarily qualify to 
interpret or translate for individuals 
with limited English proficiency within 
the meaning of this rule. 

Summary of Regulatory Changes 
For the reasons set forth above and 

considering the comments received, we 
are defining the term ‘‘qualified 
bilingual/multilingual staff’’ in § 92.4 to 
clarify that such an individual must be 
proficient in speaking and 
understanding both spoken English and 
at least one other spoken language, 
including any necessary specialized 
vocabulary, terminology and 
phraseology, and must be able to 
effectively, accurately, and impartially 
communicate directly with individuals 
with limited English proficiency in their 
primary languages. 

Qualified interpreter. We proposed 
that the term ‘‘qualified interpreter’’ 
means an individual who has the 
characteristics and skills necessary to 
interpret for an individual with a 
disability, for an individual with limited 
English proficiency, or for both. In the 
proposed rule, the language in 
paragraph (1), applicable for 
interpreting for an individual with a 
disability, is the same as language in the 
regulations implementing Titles II and 
III of the ADA, at 28 CFR 35.104 and 
36.104, respectively. The language in 
paragraph (2) of the proposed rule, 
applicable for interpreting for an 
individual with limited English 
proficiency, reflects a synthesis of the 
attributes, described in the Department’s 
LEP Guidance, that are necessary for an 
individual to interpret competently and 
effectively under the circumstances and 
thus to provide the effective oral 
language assistance services required 
under the law.82 We noted that the fact 
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Nos. 12–143846, 13–1551016 & 13–153378, pt. II.J. 
(2014) [hereinafter HHS OCR VRA with Mee 
Memorial Hospital], http://www.hhs.gov/ocr/
civilrights/activities/agreements/mee.html (defining 
qualified interpreter); Voluntary Resolution 
Agreement between U.S. Dep’t of Health & Human 
Servs., Office for Civil Rights and Montgomery 
County Dep’t of Soc. Servs., OCR Transaction No. 
08–79992, pts. II.E (defining qualifications of an 
‘‘interpreter’’ under the agreement), IV.H (requiring 
timely, competent language assistance); & IV.L 
(identifying interpreter standards) [hereinafter HHS 
OCR VRA with Montgomery County DSS], http:// 
www.hhs.gov/civil-rights/for-providers/compliance- 
enforcement/examples/limited-english-proficiency/
MCDSS-resolution-agreement/index.html. 

83 See HHS LEP Guidance, 68 FR at 47316 
(‘‘Competency to interpret, however, does not 
necessarily mean formal certification as an 
interpreter, although certification is helpful.’’). 

84 We note that this final rule uses the terms 
‘‘qualified interpreter for an individual with limited 
English proficiency’’ interchangeably with 
‘‘qualified interpreter for the individual with 
limited English proficiency’’ and ‘‘qualified 
interpreter to an individual with limited English 
proficiency.’’ The preposition and article used 
within the phrase do not represent a change in 
meaning. 

85 See HHS LEP Guidance, supra note 49, 68 FR 
at 47316; Int’l Medical Interpreters Assoc., Guide on 
Medical Translation 4 (Jan. 2009), http://
www.imiaweb.org/uploads/pages/438.pdf. 

that an individual has above average 
familiarity with speaking or 
understanding a language other than 
English does not suffice to make that 
individual a qualified interpreter for an 
individual with limited English 
proficiency. 

We proposed that the definition of 
‘‘qualified interpreter’’ includes criteria 
regarding interpreter ethics, including 
maintaining client confidentiality. As 
we stated in the proposed rule, bilingual 
or multilingual staff members may not 
possess competence in the skill of 
interpreting nor have knowledge of 
generally accepted principles of 
interpreter ethics. A qualified bilingual/ 
multilingual nurse who is competent to 
communicate in Spanish directly with 
Spanish-speaking individuals may not 
be a qualified interpreter for an 
individual with limited English 
proficiency if serving as an interpreter 
would pose a conflict of interest with 
the nurse’s treatment of the patient. 

Comment: A few commenters 
suggested that OCR amend the 
definition of qualified interpreter to 
require interpreters to be licensed by 
State law in the State where the entity 
is providing services. Other commenters 
suggested that OCR require interpreters 
to be certified by a national nonprofit 
certification organization. 

Response: We recognize the 
commenters’ concerns regarding 
licensure and certification, but we 
decline to accept these 
recommendations. Although OCR 
considers licensure and certification as 
evidence that an interpreter is qualified, 
licensure and certification are neither 
necessary nor sufficient evidence of 
qualification for the following reasons.83 
First, OCR does not wish to unduly 
narrow the pool of qualified interpreters 
available to a covered entity by 
requiring certification or licensure; 
many interpreters who are currently 
unlicensed and uncertified are 
competent to translate at a level that 

would meet the requirements of Section 
1557 and this part. 

Second, there are several 
organizations, both for-profit and non- 
profit, that offer certification programs 
for interpreters. Even if the 
credentialing standards developed by 
those organizations currently satisfy 
Section 1557 requirements, the 
organizations’ standards are subject to 
change and there is no assurance that 
such standards would consistently meet 
the standards of Section 1557. In 
addition, other national credentialing 
organizations could be established 
whose standards failed to meet the 
requirements of the law. Similar issues 
with respect to new and changing 
standards could also arise in the State 
licensing context. 

Third, there are factors unrelated to 
credentials that could cause OCR to 
determine that an interpreter is 
unqualified. For example, if an 
interpreter has not practiced in a long 
time or is late to appointments, the 
interpreter might be unqualified 
regardless of the interpreter’s State or 
non-profit credentials. For all of these 
reasons, we decline to amend the 
definition of qualified interpreter in the 
ways these commenters proposed. 

Comment: We received many 
comments in support of the proposed 
rule’s inclusion of a definition of 
‘‘qualified interpreter.’’ Some 
commenters, however, requested that 
we define a qualified interpreter who 
interprets for individuals with limited 
English proficiency separately from a 
qualified interpreter who interprets for 
individuals with disabilities, noting that 
there are significant differences between 
the provision of oral interpretation 
services in these two contexts. Other 
commenters suggested broadening the 
lexicon an interpreter must possess to 
be a qualified interpreter for a particular 
covered entity’s health program. 
Specifically, commenters suggested that 
an interpreter’s required knowledge and 
abilities to be ‘‘qualified’’ should 
include not only knowledge of any 
necessary specialized vocabulary but 
also knowledge of terminology and 
phraseology. 

Response: We have modified § 92.4 to 
provide separate definitions of 
‘‘qualified interpreter for an individual 
with limited English proficiency’’ 84 and 

‘‘qualified interpreter for an individual 
with a disability.’’ We agree that it is 
important to account for the 
qualifications necessary for interpreting 
for each set of individuals. In addition, 
we added the words ‘‘terminology’’ and 
‘‘phraseology’’ in both definitions to 
align the final rule’s description of the 
requisite knowledge, skills, and abilities 
an interpreter must possess with those 
recognized within the field. 

Summary of Regulatory Changes 

For the reasons set forth above and 
considering the comments received, we 
no longer define ‘‘qualified interpreter’’ 
as one term. We are using the content 
from proposed paragraphs (1), (1)(i), and 
(2) to create a separate definition for 
‘‘qualified interpreter for an individual 
with a disability’’ and similarly use the 
content from proposed paragraphs (1) 
and (1)(ii) to create a separate definition 
for ‘‘qualified interpreter for an 
individual with limited English 
proficiency.’’ For both definitions, we 
added ‘‘terminology and phraseology’’ 
to the lexicon a qualified interpreter in 
both contexts must possess. 

Qualified translator. The proposed 
rule did not use or define the term 
‘‘qualified translator.’’ 

Comment: We received a significant 
number of comments recommending 
that the proposed rule define ‘‘qualified 
translator.’’ Commenters explained that 
bilingual individuals do not necessarily 
possess the skill of translating or the 
knowledge of specialized terminology to 
be able to translate written documents 
from English to another language. 
Similarly, a qualified interpreter for an 
individual with limited English 
proficiency may not possess the 
knowledge, skills, and abilities to 
translate, as the skill of interpreting is 
different from the skill of translating.85 

Response: In response to commenters’ 
recommendations, we are adding the 
term ‘‘qualified translator’’ to the final 
rule. The final rule defines qualified 
translator as someone who translates 
effectively, accurately, and impartially; 
adheres to generally accepted translator 
ethics principles; and is proficient in 
both written English and at least one 
other written non-English language, 
including any necessary specialized 
vocabulary, terminology and 
phraseology. We agree with commenters 
that even if an individual meets the 
definition of ‘‘qualified bilingual/
multilingual staff’’ or ‘‘qualified 
interpreter for an individual with 
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86 See, e.g., Chadwick v. Wellpoint, Inc., 561 F.3d 
38, 45 (1st Cir. 2009) (adverse employment action 
based on assumption that women are responsible 
for family caregiving and will perform their jobs 
less well as a result of caregiving responsibilities is 
discrimination based on sexual stereotypes in 
violation of Title VII). See also Glenn v. Brumby, 
663 F.3d 1312 (11th Cir. 2011) (‘‘These instances of 
discrimination against plaintiffs because they fail to 
act according to socially prescribed gender roles 
constitute discrimination under Title VII according 
to the rationale of Price Waterhouse.’’). 

87 See discussion § 92.4, supra. 
88 See Price Waterhouse, 490 U.S. at 251; Smith, 

378 F.3d. at 573 (citations omitted). 

89 The HHS LEP Guidance, supra note 49, 68 FR 
at 47320, describes the practice of tagging non- 
English statements on the front of common 
documents, such as ‘‘brochures, booklets, and in 
outreach and recruitment information’’ informing 
individuals with limited English proficiency of the 
availability of language assistance services. 

90 45 CFR 84.5. 

limited English proficiency’’ under this 
rule, that individual does not 
necessarily possess the knowledge, 
skills, or abilities to translate written 
content in paper or electronic form used 
in a covered entity’s health programs or 
activities. 

Summary of Regulatory Changes 
For the reasons set forth above and 

considering the comments received, we 
are defining the term ‘‘qualified 
translator’’ in § 92.4 to set out the 
competencies an individual must have 
to translate written content in paper or 
electronic form in the covered entity’s 
health programs or activities. 

Sex stereotypes. We proposed that the 
term ‘‘sex stereotypes’’ refers to 
stereotypical notions of masculinity or 
femininity, including expectations of 
how individuals represent or 
communicate their gender to others, 
such as behavior, clothing, hairstyles, 
activities, voice, mannerisms, or body 
characteristics. We noted that these 
stereotypes can include expectations 
that gender can only be constructed 
within two distinct opposite and 
disconnected forms (masculinity and 
femininity), and that gender cannot be 
constructed outside of this gender 
construct. 

Comment: Commenters suggested that 
OCR revise the definition of ‘‘sex 
stereotypes’’ because, while accurate in 
describing the types of assumptions that 
may motivate discrimination against 
non-binary individuals, the definition is 
cumbersome and may not be readily 
understood by persons not familiar with 
the issue. Several commenters 
expressed concern that the proposed 
language might be interpreted as 
limiting sex discrimination based on sex 
stereotyping to only include 
discrimination based on gender identity. 
Commenters suggested affirming in the 
final rule that any form of sex 
discrimination on the basis of sex 
stereotypes constitutes sex 
discrimination, whether or not it also 
constitutes discrimination on the basis 
of gender identity. Some commenters 
requested that OCR provide examples 
illustrating discrimination based on sex 
stereotypes that can form the basis of 
prohibited sex discrimination. 

Several commenters suggested that 
OCR clarify the definition of ‘‘sex 
stereotypes’’ to address the relationship 
between sex stereotypes and sexual 
orientation. In this regard, commenters 
suggested that OCR revise the definition 
of ‘‘sex stereotypes’’ to add that ‘‘sex- 
stereotypes also include gendered 
expectations related to the appropriate 
roles of men and women, such as the 
expectation that women are primary 

caregivers, and aspects of an 
individual’s sexual orientation, such as 
the sex of an individual’s sexual or 
romantic partners.’’ 

Response: We have added a reference 
in the regulatory text to make clear that 
sex stereotypes include gendered 
expectations related to the appropriate 
roles of a certain sex.86 With regard to 
sexual orientation, we refer commenters 
to the discussion in the preamble 
addressing the definition of ‘‘on the 
basis of sex.’’ 87 

Comment: Some commenters stated 
that the proposed definition of sex 
stereotypes is unprecedented in its 
breadth with no legal authority to 
support the proposition that individuals 
who claim to identify with non-binary 
genders constitute a protected class 
under Title IX or any other Federal law. 
Commenters suggested that it is 
impossible for an individual to have a 
non-binary gender identity. 

Response: OCR has adopted the 
approach taken by the Federal 
government and numerous courts in 
similar matters—that sex stereotypes 
encompass not only stereotypes 
concerning the biological differences 
between the sexes, but also include 
stereotypes concerning gender norms.88 
As stated in the preamble to the 
proposed rule and clarified in the final 
rule, OCR recognizes that sex 
stereotypes can include the expectation 
that individuals consistently identify 
with only one of two genders (male or 
female), and that they act in conformity 
with the gender-related expressions 
stereotypically associated with that 
gender. Sex stereotypes can also include 
a belief that gender can only be binary 
and thus that individuals cannot have a 
gender identity other than male or 
female. OCR recognizes that an 
individual’s gender identity involves 
the interrelationship between an 
individual’s biology, gender, internal 
sense of self and gender expression 
related to that perception; thus, the 
gender identity spectrum includes an 
array of possible gender identities 
beyond male and female. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the definition as proposed in § 92.4 with 
the following modifications: We have 
clarified that sex stereotypes can be 
based on expectations about gender 
roles. 

Taglines. In the proposed rule, we 
defined taglines as short statements 
written in non-English languages to alert 
individuals with limited English 
proficiency to the availability of 
language assistance services, free of 
charge, and how the services can be 
obtained.89 We did not receive 
comments with suggested revisions to 
the wording of this definition. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
this definition as proposed in § 92.4 
without modification. 

Assurances Required (§ 92.5) 
In § 92.5, we proposed that each 

entity applying for Federal financial 
assistance, each issuer seeking 
certification to participate in a Health 
Insurance Marketplace SM, and each 
state seeking approval to operate a State- 
based Marketplace SM be required to 
submit an assurance that its health 
programs and activities will be operated 
in compliance with Section 1557. We 
noted that the regulations implementing 
Title VI, Title IX, Section 504, and the 
Age Act all require similar assurances. 
We modeled the assurance, duration of 
obligation, and covenants language on 
the Section 504 regulation.90 We also 
proposed to revise the Assurance of 
Compliance HHS–690 Form to include 
all civil rights laws, including Section 
1557, with which covered entities must 
comply. 

The comments and our responses 
regarding § 92.5 are set forth below. 

Comment: Several commenters 
recommended that OCR require covered 
entities to collect data on race, ethnicity, 
language, sex, gender, gender identity, 
sexual orientation, disability, and age. 
These commenters suggested that 
covered entities should be required to 
assess the populations they serve so that 
the covered entities can better plan how 
to meet the needs of those populations. 
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91 Section 92.302 incorporates provisions of the 
Title VI implementing regulation with respect to 
enforcement actions concerning discrimination on 
the basis of race, color, national origin, sex, age, or 
disability. Those provisions authorize OCR to 
collect reports from recipients as necessary to 
determine compliance. Section 92.303 incorporates 
provisions in the Section 504 implementing 
regulation with respect to discrimination on the 
basis of prohibited criteria in health programs or 
activities administered by the Department. Those 
provisions authorize OCR to initiate actions as 
necessary to ensure compliance. 

92 Under Section 504, a recipient of Federal 
financial assistance with 15 or more employees 
must designate at least one individual to coordinate 
the covered entity’s compliance with Section 504’s 

Continued 

The commenters also urged that OCR 
require annual submission of the data to 
OCR and develop standards to address 
training on data collection, privacy 
protections, safeguarding, voluntary 
reporting by patients, and supporting 
analyses based on multiple variables. 

Response: OCR agrees that data 
collection is an important tool that can 
help covered entities to better serve 
their communities, and encourages 
covered entities to regularly evaluate the 
impact of the services they provide on 
different populations. However, OCR 
declines to require data collection as 
part of the assurances required under 
Section 1557. The Department collects 
data pursuant to Section 4302 of the 
ACA, and OCR has access to these data. 
In addition, OCR has the authority to 
require covered entities to collect data 
and to provide OCR access to 
information under §§ 92.302 and 92.303 
of this part,91 and will exercise this 
authority as needed and appropriate 
under particular circumstances in the 
future. With respect to recipients and 
State-based Marketplaces, §§ 92.302(a) 
and 92.302(b) incorporate the 
procedural provisions in the Title VI 
and the Age Act implementing 
regulations regarding enforcement 
actions under this part. Pursuant to 
these procedural provisions, when a 
recipient or State-based Marketplace SM 
fails to provide OCR with requested 
information in a timely, complete, and 
accurate manner, OCR may find 
noncompliance with Section 1557 and 
initiate appropriate enforcement 
procedures, including beginning the 
process for fund suspension or 
termination and taking other action 
authorized by law. OCR has inserted a 
new subsection (c) to § 92.302 to clarify 
that it has that it has this authority, and 
the text that was previously found at 
§ 92.302(c) has been moved to the new 
§ 92.302(d). 

Summary of Regulatory Changes 

For the reasons set forth in the 
proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.5 
without modification. 

Remedial Action and Voluntary Action 
(§ 92.6) 

In § 92.6, we proposed provisions 
addressing remedial action and 
voluntary action by covered entities. In 
paragraph (a), we proposed that a 
recipient or State-based Marketplace SM 
that has been found to have 
discriminated on any of the bases 
prohibited by Section 1557 be required 
to take remedial action as required by 
the Director to overcome the effects of 
that discrimination. We proposed that 
similar to recipients and State-based 
Marketplaces, the Department, 
including the Federally-facilitated 
Marketplaces, is also obligated to 
address discrimination, but is subject to 
a different remedial process than 
recipients and State-based 
Marketplaces. In paragraph (b), we 
proposed to permit but not require all 
covered entities to take voluntary action 
in the absence of a finding of 
discrimination to overcome the effects 
of conditions that result or resulted in 
limited participation by persons based 
on race, color, national origin, sex, age, 
or disability. The provisions at 
§§ 92.6(a) and (b) are modeled after the 
Title VI, Title IX, Section 504, and Age 
Act regulations. 

The comments and our responses 
regarding § 92.6 are set forth below. 

Comment: One commenter requested 
that OCR specifically list the remedial 
actions available to OCR as well as the 
circumstances under which such 
remedial actions will be taken. 

Response: In the discussion of 
enforcement mechanisms and 
procedures in the preamble to the 
proposed rule, OCR identified the range 
of enforcement tools available to OCR. 
However, it would not be feasible to 
specify the circumstances in which 
specific remedial actions would be 
taken. OCR evaluates each situation on 
a case-by-case basis and may use 
different remedial actions in different 
cases. In all cases, OCR attempts to 
achieve compliance and, in our 
experience, this approach has been 
successful. 

Comment: One commenter requested 
clarification of the word ‘‘control’’ in 
the part of the regulation that states that 
where a recipient exercises ‘‘control’’ 
over a recipient that has discriminated, 
the Director may require both entities to 
take remedial action. Another 
commenter suggested that OCR only 
pursue remedial action against the 
entity actually found to have 
discriminated against an individual and 
not against the controlling entity. 

Response: OCR declines to further 
define the word ‘‘control’’ as used in the 

regulation. This term has appeared in 
civil rights regulations enforced by OCR 
for many years, and its meaning has 
been established over time. OCR also 
declines to limit its authority to pursue 
remedial action with respect to an entity 
that exercises control over an entity that 
has discriminated. This too is 
longstanding authority under OCR’s 
other authorities, and in OCR’s 
experience, controlling entities that are 
recipients often play an important role 
in securing appropriate action to 
remedy discrimination. 

Comment: One commenter suggested 
that there be limitations on the uses of 
remedial action. Specifically, the 
commenter stated that OCR should 
require remedial action only on behalf 
of individuals who either (1) applied to 
participate but were unable to 
participate due to alleged 
discrimination; or (2) had been 
participants and were subject to alleged 
discrimination. The commenter asserted 
that without such limitations, covered 
entities could be unfairly exposed to 
claims by individuals who would not 
have been participants notwithstanding 
any alleged discrimination. 

Response: OCR does not believe that 
limiting the availability of remedial 
action as suggested is appropriate. It 
would not be consistent with Section 
1557’s and OCR’s commitment to 
eliminating discrimination in all parts 
of a program or activity and remedying 
discrimination, where necessary, with 
respect to harmed individuals. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions as proposed in § 92.6 
without modification. 

Designation of Responsible Employee 
and Adoption of Grievance Procedures 
(§ 92.7) 

In § 92.7, we proposed requirements 
for each covered entity that employs 15 
or more persons to designate a 
responsible employee to coordinate the 
entity’s compliance with the rule and 
adopt a grievance procedure. Many 
entities covered by Section 1557 and 
this part are already required to 
designate a compliance coordinator and 
have a written process in place for 
handling grievances with respect to 
disability discrimination in all programs 
and activities or sex discrimination in 
education programs or activities.92 
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prohibition of disability discrimination and must 
have a written process in place for handling 
grievances. 45 CFR 84.7(a). Under Title IX, a 
recipient of Federal financial assistance must 
designate at least one individual to coordinate the 
recipient’s compliance with Title IX’s prohibition of 
sex discrimination with respect to the recipient’s 
education program or activity and must have a 
written process in place for handling grievances. 45 
CFR 86.8(a). Under Title II of the ADA, an entity 
with 50 or more employees must designate at least 
one individual to coordinate the covered entity’s 
compliance with Title II’s prohibition of disability 
discrimination and must have a written process in 
place for handling grievances. 28 CFR 35.107(a). 

93 See 80 FR 54172, 54202 (Sept. 8, 2015). 
94 Id. 

In paragraph (a), we proposed that a 
covered entity that employs 15 or more 
persons be required to designate at least 
one employee to coordinate compliance 
with the requirements of the rule. We 
noted that a covered entity that has 
already designated a responsible 
employee pursuant to the regulations 
implementing Section 504 or Title IX 
may use that individual to coordinate its 
efforts to comply with Section 1557. 

In paragraph (b), we proposed that a 
covered entity that employs 15 or more 
persons be required to adopt a grievance 
procedure that incorporates appropriate 
due process standards and allows for 
the prompt and equitable resolution of 
complaints concerning actions 
prohibited by Section 1557 and this 
part. We noted that a covered entity that 
already has a grievance procedure 
addressing claims of disability 
discrimination that meets the standards 
established under the Section 504 
regulation may use that procedure to 
address disability claims under Section 
1557. In addition, we noted that covered 
entities may use that procedure to 
address all other Section 1557 claims, 
provided that the entity modifies the 
procedure to apply to race, color, 
national origin, sex, and age 
discrimination claims. 

We proposed that for the Department, 
including Federally-facilitated 
Marketplaces, OCR will be deemed the 
responsible employee. In addition, we 
proposed that OCR’s procedures for 
addressing complaints of discrimination 
on the grounds protected under Section 
1557 will be deemed grievance 
procedures for the Department, 
including for the Federally-facilitated 
Marketplaces. 

In the proposed rule, OCR invited 
comment on whether all covered 
entities, not only those that employ 15 
or more persons, should be required to 
designate responsible employees and 
establish grievance procedures. 

The comments and our responses 
regarding § 92.7 are set forth below. 

Comment: Some commenters opposed 
inclusion of proposed § 92.7, arguing 
that it is unnecessary and costly and has 
few benefits because discrimination in 

health programs and activities does not 
exist. Other commenters urged that 
Federal regulation in this area 
constrains covered entities’ flexibility to 
decide how to address individuals’ 
complaints of discrimination. 
Specifically, these commenters 
encouraged OCR to allow covered 
entities to retain existing internal 
grievance processes, leverage grievance 
processes within State agencies or 
within other entities, or develop new 
grievance procedures. 

Response: We recognize commenters’ 
concerns, but we disagree with 
commenters regarding the necessity of 
proposed § 92.7. To promote the 
effective and efficient implementation 
of Section 1557 and this part, it is 
necessary for covered entities with 15 or 
more employees to identify at least one 
individual accountable for coordinating 
the covered entity’s compliance and to 
have a written process in place for 
handling grievances. We recognize that 
not all covered entities are organized 
and operate in the same way. Thus, we 
do not prescribe who in the covered 
entity must serve as the responsible 
employee—nor do we prohibit 
combining this function with other 
duties so long as there is no conflict of 
interest. 

In addition, we disagree with 
commenters that proposed § 92.7 is 
costly, limits covered entities’ 
flexibility, or conflicts with existing 
internal or State-mandated grievance 
procedures. As we stated in the 
proposed rule, recipients of Federal 
financial assistance with 15 or more 
employees, as well as the State-based 
Marketplaces, could increase the 
responsibilities of an already-designated 
coordinator to include the coordination 
of compliance with Section 1557 and 
this part.93 These entities could also 
increase the scope of the existing 
grievance procedures required under 
Section 504 and the ADA to 
accommodate complaints of 
discrimination addressing all bases 
prohibited under Section 1557. 
Moreover, nothing in the rule bars a 
covered entity from combining the 
grievance procedure required under 
Section 1557 with procedures it uses to 
address other grievances, including 
those unrelated to individuals’ civil 
rights. As described in the Regulatory 
Impact Analysis of the proposed rule 94 
and reiterated in the Regulatory Impact 
Analysis to this final rule, the costs 
associated with these requirements are 
estimated to be minimal. 

Comment: Some commenters stated 
that the final rule should specify 
minimum regulatory requirements for 
the grievance procedure required in 
§ 92.7(b). Such minimum requirements 
would include, for instance: Timeframes 
for filing, resolving, and issuing written 
decisions regarding complaints; an 
appeal process; notice regarding 
retaliation protections; and clarification 
that no person needs to exhaust a 
covered entity’s grievance procedure 
prior to filing a Section 1557 complaint 
with OCR. These commenters urged 
OCR to adopt regulatory requirements, 
instead of a model grievance procedure 
only, stating that a model policy alone 
is insufficient to ensure that an entity’s 
grievance procedure provides 
meaningful rights and protections. 

Response: We understand the 
commenters’ concerns, but we decline 
to promulgate minimum standards for 
the content of the grievance procedure 
required in § 92.7(b); such an approach 
would be too prescriptive. Because 
Section 1557 and this part cover a 
variety of types of entities, we want to 
preserve flexibility for entities to adapt 
the rule’s requirements to their own 
health programs and operational 
capacity, so long as the rules result in 
the prompt and equitable resolution of 
complaints. However, to provide 
covered entities an example of how to 
structure a grievance procedure that 
affords individuals appropriate 
procedural safeguards and provides for 
the prompt and equitable resolution of 
complaints, we have included a sample 
procedure as Appendix C. We disagree 
with commenters that a sample 
grievance procedure is insufficient; 
rather, a sample grievance procedure 
provides guidance to covered entities 
while also preserving their flexibility. In 
response to commenters’ suggestion that 
we note that an individual need not 
exhaust a covered entity’s grievance 
procedure prior to filing a Section 1557 
complaint, we clarify that no such 
exhaustion requirement exists, as 
reflected in the sample grievance 
procedure included as Appendix C to 
the final rule. 

Comment: Many commenters 
supported the alternate approach that 
would require covered entities with 
fewer than 15 employees to comply 
with § 92.7. These commenters reasoned 
that requiring all covered entities to 
designate a coordinator and establish a 
grievance procedure would give each 
entity the internal mechanisms to 
resolve compliance issues earlier and 
informally, allowing them to potentially 
avoid a formal investigation by OCR. 
Accordingly, these commenters asserted 
that the importance of extending 
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95 See 45 CFR 164.520(b)(1)(vi) and 
§ 164.530(a)(1)(ii) (requires designation of ‘‘contact 
person or office who is responsible for receiving 
complaints under this subsection’’ and the 
provision of a notice ‘‘that contains a statement that 
individuals may complain to the covered entity and 
to the Secretary if they believe their privacy rights 
have been violated, a brief description of how the 
individual may file a complaint with the covered 
entity, and a statement that the individual will not 
be retaliated against for filing a complaint,’’ 
respectively.) 

96 45 CFR 80.6(d) (requiring recipients to provide 
notice of individuals’ rights under Title VI), 
84.8(a)–(b) (requiring recipients to provide notice of 
individuals’ rights under Section 504), 86.9(a)–(c) 
(requiring notice of individuals’ rights under Title 
IX), 91.32 (requiring recipients to provide notice of 
individuals’ rights under the Age Act). 

required compliance with § 92.7 to 
covered entities with fewer than 15 
employees justified the anticipated 
additional expense of compliance. 

Some commenters observed that the 
Health Insurance Portability and 
Accountability Act (HIPAA) Privacy 
Rule already requires many entities 
covered by Section 1557 and this part to 
implement grievance policies and 
identify compliance coordinators, 
regardless of the number of employees 
of the entity.95 The commenters 
suggested that the implementation of 
these requirements under the HIPAA 
Privacy Rule has given entities with 
fewer than 15 employees covered by 
both the HIPAA Privacy Rule and 
Section 1557 and this part the 
experience necessary to implement the 
similar requirements of § 92.7. Because 
many of the covered entities with fewer 
than 15 employees, such as most health 
care providers receiving Federal 
financial assistance, are subject to the 
HIPAA Privacy Rule, commenters 
asserted that extending the requirements 
of § 92.7 to covered entities with fewer 
than 15 employees would impose a 
limited burden. 

Conversely, some commenters 
suggested that compliance with § 92.7 
would be too time consuming and costly 
for covered entities with fewer than 15 
employees. These commenters 
explained that due to the small number 
of employees, small covered entities 
may have difficulty identifying an 
unbiased third-party employee to 
investigate and respond to grievances. 
For instance, commenters noted that it 
is not uncommon for the chief physician 
or other professional to serve as the 
compliance coordinator for a small 
covered entity, but that such a role 
would be inappropriate if that 
individual was the subject of a 
grievance. These commenters also 
observed that requiring a covered entity 
to handle internal grievances under 
Section 1557 might expose the entity to 
the risk of civil liability, because 
Section 1557 allows for private 
enforcement. These commenters 
recommended that OCR allow small 
covered entities flexibility in 
determining when to defer to outside 
counsel or other independent, unbiased 

third parties to address grievances and 
thus mitigate their liability risk. 

Response: We decline to extend the 
requirements of § 92.7 to covered 
entities with fewer than 15 employees. 
Although we recognize the benefits that 
extension of the requirements of § 92.7 
would generate, we conclude that the 
costs, which would be borne by small 
entities, likely outweigh the benefits. 
Although many covered entities with 
fewer than 15 employees may have 
already identified a compliance 
coordinator and implemented a 
grievance policy to comply with the 
HIPAA Privacy Rule, extending the 
requirements of § 92.7 to such entities 
would create additional costs, as entities 
would need to revise their existing 
policies and retrain compliance 
coordinators. 

Although we decline to extend the 
requirement of § 92.7 to covered entities 
with fewer than 15 employees, nothing 
in the final rule bars a covered entity 
with fewer than 15 employees from 
designating an employee to coordinate 
compliance with Section 1557 and this 
part or from adopting and implementing 
a grievance procedure. As we stated in 
the proposed rule, in OCR’s experience, 
the presence of a coordinator and 
grievance procedure enhances the 
covered entity’s accountability and 
helps bring concerns to prompt 
resolution, oftentimes prior to an 
individual bringing a private right of 
action. 

Summary of Regulatory Changes 
For the reasons described in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions as proposed in § 92.7 
with one technical modification in 
§ 92.7(a): We replaced the reference to 
the ‘‘Office for Civil Rights’’ with 
‘‘Director,’’ as § 92.4 defines ‘‘Director’’ 
to mean the Director of the Department’s 
OCR. We have also added a sample 
grievance procedure as Appendix C to 
the final rule to provide covered entities 
an example of a grievance procedure 
that meets the requirements of § 92.7(b). 

Notice Requirement (§ 92.8) 
In § 92.8, OCR proposed that each 

covered entity take initial and 
continuing steps to notify beneficiaries, 
enrollees, applicants, or members of the 
public of individuals’ rights under 
Section 1557 and this part and of 
covered entities’ nondiscrimination 
obligations with respect to their health 
programs and activities. We modeled 
this section generally after the notice 
requirements found in regulations 
implementing Title VI, Title IX, Section 
504, and the Age Act, which require 

covered entities to have a notice in 
place.96 

Paragraphs (a)(1)–(7) of proposed 
§ 92.8 identify the components of the 
notice. Specifically, paragraph (a)(1) 
proposed that the notice include that 
the covered entity does not discriminate 
on the basis of race, color, national 
origin, sex, age, or disability. 

Paragraph (a)(2) proposed that the 
notice include a statement that the 
covered entity provides auxiliary aids 
and services, free of charge, in a timely 
manner, to individuals with disabilities, 
when such aids and services are 
necessary to provide an individual with 
a disability an equal opportunity to 
benefit from the entity’s health 
programs or activities. Paragraph (a)(3) 
proposed that the notice state that the 
covered entity provides language 
assistance services, free of charge, in a 
timely manner, to individuals with 
limited English proficiency, when those 
services are necessary to provide an 
individual with limited English 
proficiency meaningful access to a 
covered entity’s health programs or 
activities. 

Paragraph (a)(4) proposed that the 
notice include information on how an 
individual can access the aids and 
services referenced in (a)(2) and (a)(3). 

Paragraph (a)(5) proposed that the 
notice provide contact information for 
the responsible employee coordinating 
compliance with Section 1557 and this 
part, where such a responsible 
employee is required by § 92.7(a). 

Paragraph (a)(6) proposed that the 
notice state that the covered entity has 
a grievance procedure where such a 
grievance procedure is required by 
§ 92.7(b), and information on how to file 
a grievance. 

Paragraph (a)(7) proposed that the 
notice provide information on how to 
file a complaint with OCR. We noted 
that inclusion of this requirement 
ensures that covered entities inform 
individuals about the enforcement 
mechanisms outside of the covered 
entity’s internal process. 

Proposed paragraph (b) stated that 
within 90 days of the effective date of 
this part, each covered entity shall post 
the notice required in § 92.8(a) in 
English, consistent with paragraph (f) of 
this section. 

Paragraph (c) proposed that the 
Director shall make available a sample 
notice. We provided that covered 
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97 See 80 FR 54179 (describing the methodology 
used in the proposed rule). 

98 See 45 CFR 155.205(c)(2)(iii)(A). This 
regulation, which requires taglines on certain 
documents and Web site content in at least the top 
15 languages spoken State-wide by individuals with 
limited English proficiency is not the only tagline 
requirement with which qualified health plan 
issuers must comply. Qualified health plan issuers 
must comply with another tagline requirement 
applicable to group health plans and health 
insurance issuers, which requires taglines, on 
certain notices and on a health plan’s summary of 
benefits and coverage, in languages in which 10% 
of individuals with limited English proficiency 
county-wide are exclusively literate. See, e.g., 45 
CFR 147.136(e)(2)(iii), (e)(3) (HHS regulations); 29 
CFR 2590.715–2719(e)(2)(iii), (3) (DOL regulations 
for group health plans and health insurance issuers 
that are not grandfathered health plans). 

entities may use this sample notice or 
may develop their own notices that 
convey the information in paragraphs 
(a)(1) through (7). 

OCR invited comment on whether the 
proposed rule should permit covered 
entities to combine the content of the 
notice with the content of other notices 
that covered entities may be required to 
disseminate or post under Federal laws. 
OCR further invited comment on what 
steps covered entities may or should 
take to ensure that notices that combine 
the content required in § 92.8(a)(1)–(7) 
with other required notices do so 
without compromising the intent of 
§ 92.8 to inform individuals of their 
civil rights under Section 1557 and this 
part. OCR also invited comment on 
whether the final rule should allow the 
notice to be modified for publications 
and other communication vehicles that 
may not have sufficient space to 
accommodate the full notice. 

Paragraph (c) also proposed that the 
Director shall translate the sample 
notice into the top 15 languages spoken 
by individuals with limited English 
proficiency nationally and make the 
translated notices available to covered 
entities electronically and in any other 
manner the Director determines 
appropriate. We encouraged covered 
entities to post one or more of the 
translated notices that the Director 
provides and to make the notice 
available in non-English languages other 
than those provided by the Director. 
OCR sought comments on requiring, 
rather than merely encouraging, covered 
entities to post one or more of the 
notices in the most prevalent non- 
English languages frequently 
encountered by covered entities in their 
geographic service areas. 

With regard to the proposal that the 
Director provide translations of the 
sample notice, we described that we 
selected the top 15 languages spoken by 
individuals with limited English 
proficiency nationally as a data driven 
policy.97 We noted that we plan to 
review U.S. Census Bureau data as 
newer data become available to 
determine if and when the top 15 
languages spoken nationally by 
individuals with limited English 
proficiency change, warranting the 
Director to make available notices in 
additional non-English languages. 

Paragraph (d) proposed that within 90 
days of the effective date of this part, 
each covered entity shall post, 
consistent with paragraph (f) of this 
section, taglines in at least the top 15 
languages spoken nationally by 

individuals with limited English 
proficiency. We requested comment on 
a sample tagline in Appendix B to the 
proposed rule. 

Paragraph (e) proposed that the 
Director shall make available taglines in 
the top 15 languages spoken nationally 
by individuals with limited English 
proficiency for use by covered entities. 
OCR proposed this approach to 
maximize efficiency and economies of 
scale by enabling covered entities to 
receive the benefits of having multi- 
language taglines available without 
incurring the associated translation 
costs. 

In paragraph (f), we proposed that 
covered entities must post the English- 
language notice required in § 92.8(a) and 
taglines required in § 92.8(d) in a 
conspicuously-visible font size in: 
Significant publications or significant 
communications targeted to 
beneficiaries, enrollees, applicants, or 
members of the public, which may 
include patient handbooks, outreach 
publications, or written notices 
pertaining to rights or benefits or 
requiring a response from an individual; 
in conspicuous physical locations; and 
in a conspicuous location on the home 
page of a covered entity’s Web site. We 
sought comment on the scope of 
significant publications and significant 
communications. 

We noted that covered entities that 
distribute significant publications or 
significant communications will need to 
update these publications to include the 
notice required in § 92.8(a) and taglines 
required in § 92.8(d). However, we 
proposed allowing entities to exhaust 
their current stock of hard copy 
publications rather than requiring a 
special printing of the publications to 
include the new notice. 

We stated that covered entities may 
satisfy the requirement to post the 
notice on the covered entity’s home 
page by including a link in a 
conspicuous location on the covered 
entity’s home page that immediately 
directs the individual to the content of 
the notice elsewhere on the Web site. 
Similarly, we stated with regard to the 
requirement to post taglines that 
covered entities can comply by posting 
‘‘in language’’ Web links, which are 
links written in each of the 15 non- 
English languages posted conspicuously 
on the home page that direct the 
individual to the full text of the tagline 
indicating how the individual may 
obtain language assistance services. For 
instance, a tagline directing an 
individual to a Web site with the full 
text of a tagline written in Haitian 
Creole should appear as ‘‘Kreyòl 
Ayisien’’ rather than ‘‘Haitian Creole.’’ 

In the proposed rule, we invited 
comment on a State-based methodology 
for identifying the languages in which 
covered entities would be required to 
post taglines and for which the OCR 
Director would be required to translate 
the notice. We explained that the top 15 
languages spoken by individuals with 
limited English proficiency nationally 
can differ from the languages spoken 
most frequently by individuals within 
the areas served by covered entities’ 
health programs and activities. Thus, we 
invited comment on a requirement for 
entities to make taglines available in the 
top 15 languages spoken State-wide, 
rather than nationwide, by individuals 
with limited English proficiency. This 
threshold aligns with Federal 
regulations governing the Health 
Insurance Marketplaces and qualified 
health plan issuers.98 

To reduce the burden on covered 
entities, proposed subsection (g) of this 
section stated that a covered entity’s 
compliance with § 92.8 satisfies the 
notice requirements under HHS’s Title 
VI, Section 504, Title IX, and Age Act 
regulations. We requested comment on 
this proposal. 

The comments and our responses 
regarding § 92.8 are set forth below. 

Comment: Some commenters 
suggested that we revise the information 
required in § 92.8(a)(1)–(7) regarding the 
notice of individuals’ rights. For 
instance, some commenters suggested 
that we specify that Section 1557 
prohibits discrimination on the basis of 
‘‘national origin, including primary 
language and immigration status’’ and 
‘‘sex, including pregnancy, gender 
identity, sex stereotypes, or sexual 
orientation. . . .’’ These commenters 
asserted that the addition of these terms 
would more completely reflect the 
scope of protected classes under Section 
1557. A few commenters recommended 
that the notice inform individuals of any 
religious accommodations or 
exemptions that the covered entity has 
received from compliance with civil 
rights laws and explain the services that 
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99 An individual’s national origin is not the same 
as her citizenship or immigration status, and 
neither Title VI nor Section 1557 explicitly protects 
individuals against discrimination on the basis of 
citizenship or immigration status. However, as 
under Title VI, Section 1557 and this part protect 
individuals present in the United States, whether 
lawfully or not, who are subject to discrimination 
based on race, color, national origin, sex, age, or 
disability. See discussion supra note 53. 

100 Supra note 96. 
101 45 CFR 86.9(a). 

102 See 45 CFR 86.9(a)(1) (requiring a recipient to 
provide a notice of individuals’ rights to applicants 
for employment and to employees, among other 
groups of individuals); id. 84.8(a) (requiring a 
recipient to provide a notice of individuals’ rights 
requiring notice to employees, among other groups 
of individuals). 

the covered entity will and will not 
provide as a result of any religious 
exemptions or accommodations. 
Finally, a few commenters 
recommended revising §§ 92.8(a)(2) and 
(a)(3) to more closely parallel each 
other. For example, these commenters 
recommended that we list examples of 
language assistance services in 
paragraph (a)(3) and add a reference to 
providing meaningful access for persons 
with disabilities in paragraph (a)(2) of 
§ 92.8. 

Response: We decline to incorporate 
the suggestions made with regard to 
§ 92.8(a)(1). The final rule defines the 
terms ‘‘on the basis of sex’’ and 
‘‘national origin’’ in § 92.4, which is 
sufficient to define the scope of these 
protected classes as used in § 92.8(a)(1) 
and in Appendix A.99 We are concerned 
that replicating the regulatory 
definitions of ‘‘on the basis of sex’’ and 
‘‘national origin’’ in § 92.8(a)(1) and 
across-the-board in the final rule would 
dilute the concise, targeted message of 
the nondiscrimination statement and 
reduce the value of identifying the core 
bases on which discrimination is 
prohibited. Further, replicating the 
definitional text of these bases in 
§ 92.8(a)(1) but not throughout the final 
rule may cause unnecessary confusion 
regarding the scope of discrimination 
prohibited by Section 1557 and this 
part. Accordingly, we decline to make 
the suggested revisions and are 
removing the terms ‘‘including sex 
stereotypes and gender identity’’ from 
the sample notice in Appendix A. OCR 
intended the nondiscrimination 
statement in § 92.8(a)(1) to convey 
covered entities’ overarching 
nondiscrimination obligations in a 
simple and streamlined manner, as the 
notice requirements do in regulations 
implementing Title VI, Title IX, Section 
504, and the Age Act.100 The notice 
requirement of the Title IX 
implementing regulations does not 
require recipients of Federal financial 
assistance to identify exclusions from 
Title IX’s application or exceptions to 
discrimination prohibited under Title 
IX.101 Moreover, under the final rule, 
the availability of a religious exemption 
will depend on an analysis of the 
particular situation; thus, it would be 

difficult for an entity to state that it was 
exempt for all purposes. Accordingly, 
this final rule preserves the simplicity of 
the nondiscrimination statement 
consistent with other Federal civil rights 
laws. 

We have revised § 92.8(a)(3) to list 
examples of language assistance services 
to parallel § 92.8(a)(2), which lists 
examples of auxiliary aids and services. 
We decline to modify the standards in 
paragraphs (a)(2) and (a)(3) because 
‘‘meaningful access’’ is not the proper 
standard used in Section 504 for 
ensuring effective communication for 
individuals with disabilities. 

Finally, as we stated in the proposed 
rule, Appendix A to part 92 is a sample 
notice. Covered entities are free to draft 
their own notices that convey the 
content in § 92.8(a)(1)–(7). 

Comment: We received many 
comments addressing practical concerns 
about the size and length of required 
notices and taglines. Some commenters 
supported giving covered entities the 
flexibility to combine the content of the 
notice in § 92.8(a)(1)–(7) with other 
notices required under other Federal 
laws. For instance, a few comments 
stated that the State-based Marketplaces 
should be allowed to combine the 
content of the notice in § 92.8(a) with 
disclosures required by Federal 
regulations governing the Health 
Insurance Marketplaces at 45 CFR 
155.230. Conversely, some commenters 
strongly opposed the idea of combining 
the content of the notice required in 
§ 92.8(a) with other notices, reasoning 
that the combination, and likely 
modification, of the notice’s content 
would diminish the clear message of the 
notice. 

Some commenters expressed concern 
that posting the notice and the taglines 
in a ‘‘conspicuously-visible font size’’ as 
proposed in § 92.8(f)(1) and a 
‘‘conspicuous physical location’’ as 
proposed in § 92.8(f)(1)(ii) would 
occupy prohibitive amounts of space for 
covered entities operating in small 
physical spaces, such as pharmacies. 
These commenters suggested that OCR 
permit covered entities operating in 
smaller physical spaces to post taglines 
in fewer than 15 non-English languages. 
Other commenters requested 
clarification from OCR on what 
constitutes a ‘‘conspicuous physical 
location’’ in § 92.8(f)(ii) and 
‘‘conspicuously visible font size’’ in 
§ 92.8(f)(1). 

A number of commenters 
recommended that the final rule require 
covered entities to post the notice of 
individuals’ rights—and not just 
taglines—in non-English languages. 

Response: We intend to provide 
covered entities some flexibility to 
implement the requirements of § 92.8 in 
the manner that they determine meets 
the standards of this section while also 
reducing burden. 

For instance, we will permit covered 
entities to combine the content of the 
notice in § 92.8(a)(1)–(7) with the 
content of other notices, such as notices 
required under other Federal civil rights 
laws. The content of the combined 
notice still must clearly convey the 
information required in § 92.8 (a)(1)–(7) 
and must separately meet any 
applicable notice requirements under 
relevant legal authorities. For instance, 
the regulations implementing Title IX 
and Section 504 require that a recipient 
provide a notice of individuals’ rights to 
employees and applicants for 
employment.102 Because this final rule 
is limited in its application to 
employment, it may not be sufficient for 
an entity covered by Title IX, Section 
504, and Section 1557 and this part to 
rely on a notice conveying the content 
required in § 92.8(a)(1)–(7) as meeting 
its notice obligations under the 
regulations implementing Section 504 
and Title IX. Accordingly, proposed 
paragraph (g), which is now re- 
designated as paragraph (h) of this final 
rule, no longer treats an entity’s 
compliance with particular paragraphs 
of § 92.8 as constituting compliance 
with the notice provisions of other 
Federal civil rights authorities. 

Specifically, § 92.8(h) now clarifies 
that covered entities may combine the 
content of the notice in § 92.8(a)(1)–(7) 
with the content of other notices as long 
as the combined notice clearly informs 
individuals of their civil rights under 
Section 1557 and this part. In addition 
to having flexibility with respect to 
combining notices, covered entities also 
have flexibility in determining the exact 
size and location of notices and taglines 
within their facilities as long as they do 
not compromise the intent of § 92.8 to 
clearly inform individuals of their civil 
rights under Section 1557 and this part. 

The touchstone by which we will 
assess whether a covered entity’s 
provision of notice and taglines is 
effective is whether the content is 
sufficiently conspicuous and visible that 
individuals seeking services from, or 
participating in, the health program or 
activity could reasonably be expected to 
see and be able to read the information. 
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Although we encourage covered 
entities to post the notice of individuals’ 
rights in one or more of the most 
prevalent non-English languages 
frequently encountered by covered 
entities in their geographic service 
areas, we decline to require such 
posting in the final rule because of the 
resource burdens and opportunity costs 
to covered entities. Posted taglines 
sufficiently alert individuals to the 
language assistance services available 
and appropriately balance the 
educational value of the notices with 
the burdens to covered entities. 

Given that we are not requiring 
covered entities to post notices in non- 
English languages, having taglines 
available in multiple languages is even 
more important to provide notice to 
individuals with limited English 
proficiency of the availability of 
language assistance services. Thus, we 
decline to reduce the number of 
languages in which taglines are required 
to appear, even for covered entities 
operating in smaller physical spaces. 
Covered entities have flexibility in 
determining the exact size and location 
of notices and taglines as long as they 
meet the requirements of this section. 

Comment: We received many 
comments recommending alternative 
approaches to the proposed rule’s 
requirement for taglines. A few 
commenters opposed the requirement in 
proposed § 92.8(d) as unnecessary 
because oral interpretation is generally 
available through the customer service 
telephone line listed on many 
consumers’ health insurance cards. 
Some commenters suggested that the 
final rule should permit covered entities 
to include taglines on the inside of an 
envelope that a covered entity’s health 
program or activity uses to mail a 
significant publication or a significant 
communication. A few commenters 
suggested replacing tagline text with an 
icon that would symbolize the 
availability of oral interpretation 
services. These commenters suggested 
that the icon would likely reach more 
language groups than taglines, and 
would also occupy substantially less 
space on significant publications and 
significant communications. 

Response: We decline to eliminate the 
tagline requirement because such an 
approach would not provide adequate 
notice of language assistance services. 
We appreciate that many health 
insurance issuers provide telephonic 
oral interpretation services through their 
customer service lines/call centers—a 
number that usually appears on an 
insured individual’s health insurance 
identification card. We do not, however, 
regard the mere availability of this 

information as adequate notice to 
individuals with limited English 
proficiency of the availability of 
language assistance services, much less 
as notice of each of the components of 
paragraphs (a)(1)–(7) of § 92.8. 
Moreover, this approach is not 
appropriate in all instances because not 
all covered entities rely on the use of an 
individual identification card. 

In addition, we decline to authorize 
placement of taglines on the inside of an 
envelope. Such a placement would 
diminish the visibility of the taglines, 
downgrade their importance, and fail to 
adequately notify individuals because 
envelopes are generally torn open and 
then discarded. 

With respect to use of an icon, we 
appreciate the commenters’ suggestion 
and believe that it may hold promise in 
the future. However, we also decline to 
require the use of an icon in the final 
rule. At this point in time, use of an icon 
alone would not provide consumers 
with sufficient notice of the availability 
of language assistance services, which is 
the intent of § 92.8(d). 

Comment: A small number of 
commenters provided feedback on the 
application of the requirement to post 
the notice and taglines in significant 
publications and significant 
communications that are small in size, 
such as brochures, postcards, targeted 
fliers, small posters, and those that are 
communicated through social media 
platforms. Some commenters 
recommended that the final rule exempt 
such communications and publications 
from the posting requirement in 
§ 92.8(f)(1)(i); others recommended that 
the final rule provide covered entities 
latitude to substantially shorten the 
notice and taglines for these 
publications and communications. 
Commenters advocating for either of 
these two positions stated that the 
limited amount of space in such 
publications and communications 
makes them an impractical medium for 
disclosures of civil rights. 

Other commenters opposed any 
exceptions for significant publications 
and significant communications that are 
small-sized, given the importance of 
notifying individuals about their rights 
under Section 1557, such as how to 
obtain auxiliary aids and services for 
individuals with disabilities and how to 
obtain language assistance services for 
individuals with limited English 
proficiency. 

Response: We agree that the notice 
and tagline requirements for small-sized 
significant publications and 
communications should be 
distinguished from the requirements for 
significant publications and significant 

communications that are not small- 
sized. We also agree with commenters 
who suggested that small-sized 
significant publications and significant 
communications are not well-suited to 
extensive civil rights disclosures and 
that they function to drive consumers to 
other sources of information, such as a 
covered entity’s Web site, where the full 
civil rights notice and taglines are 
required by § 92.8(f)(iii). Furthermore, 
posting the full notice and all 15 
taglines to small-sized publications and 
communications may obscure the 
content and message of the document, 
thus undermining the value of such 
publication or communication. As a 
result, we are modifying § 92.8(f)(1)(i) to 
exclude small-sized significant 
publications and communications from 
requirements to have a notice and at 
least 15 taglines. 

We disagree, however, with fully 
exempting significant publications and 
significant communications that are 
small-sized from the notice and tagline 
requirements because these documents, 
such as tri-fold brochures, pamphlets, 
and postcards, often serve as a gateway 
for an individual to apply for, or 
participate in, a particular health 
program or activity. To this end, the 
final rule establishes a separate 
requirement for small-sized significant 
publications and significant 
communications: A covered entity must 
include a nondiscrimination statement 
in lieu of the full notice, and taglines in 
two non-English languages in lieu of all 
15 taglines, on small-size significant 
publications and significant 
communications. 

Specifically, we moved most of the 
text from proposed paragraph (b) into a 
new paragraph (b)(1) and added 
paragraph (b)(2), which addresses the 
obligation to post a nondiscrimination 
statement that conveys the information 
in § 92.8(a)(1) on small-sized significant 
publications and significant 
communications. Similarly, we moved 
most of the text from proposed 
paragraph (d) into a new paragraph 
(d)(1) and added paragraph (d)(2), 
which addresses the obligation to post 
taglines in at least the top two languages 
spoken by individuals with limited 
English proficiency in the relevant State 
or States on small-size significant 
publications and significant 
communications. Finally, we re- 
designated proposed paragraph (g) as 
paragraph (h) and we added new 
paragraphs (g)(1)–(2) to address the 
posting standards applicable to small- 
sized significant publications and 
significant communications. 

In choosing a lower threshold than at 
least the top 15 languages spoken by 
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103 In estimating this percentage, we used the 
same data sources, infra notes 109 and 110, and the 
same methodology described in the discussion, 
infra, that we used to identify the languages under 
the State-based approach in which the Director will 
translate the sample notice and taglines, as required 
by § 92.8(c) and (e) of the final rule. 

104 In October 2015, for the second time since the 
U.S. Census Bureau’s American Community Survey 
(ACS) began, the Census Bureau released detailed 
tables that unbundle the 39 languages and language 
groups that ACS publishes annually through its 
American Factfinder data set. U.S. Dep’t of 
Commerce, U.S. Census Bureau, Data, Detailed 
Languages Spoken at Home and Ability to Speak 
English for the Population 5 Years and Over: 2009– 
2013, http://www.census.gov/data/tables/2013/
demo/2009-2013-lang-tables.html [hereinafter U.S. 
Census Bureau, ACS 2009–2013 Detailed 
Languages] (last visited May 3, 2016). The 
unbundled data includes 380 possible languages or 
language groups spoken by individuals who speak 
English less than ‘‘very well.’’ In the proposed rule, 
HHS explained that it calculated the top 15 
languages spoken nationally by individuals with 
limited English proficiency by relying on the 
American Factfinder data set that bundles 
languages. See 80 FR 54172, 54179 n.30 (Sept. 8, 
2015) (describing the tagline methodology). 

105 45 CFR 155.205(c)(iii)(A) (beginning no later 
than November 1, 2016, requiring taglines on Web 
site content and documents that are critical for 
obtaining coverage or access to health care services 
through a qualified health plan for certain 
individuals in at least the top 15 languages spoken 
by individuals with limited English proficiency in 
the relevant State; documents are deemed to be 
critical for obtaining health insurance coverage or 
access to health care services through a qualified 
health plan if they are required to be provided by 
law or regulation to certain individuals); see infra 
note 107 (describing other tagline requirements 
applicable to qualified health plan issuers as a 
result of market-wide regulations). 

106 This 10% county-level threshold for taglines 
applies to group health plans and health insurance 
issuers. See, e.g., 45 CFR 147.136(e)(2)(iii), (e)(3) 
(HHS regulations); 29 CFR 2590.715–2719(e)(2)(iii), 
(3) (DOL regulations). 

individuals with limited English 
proficiency, we chose a concrete 
number of languages, rather than a 
threshold formulated as a percentage, 
because on average about two-thirds of 
the limited English proficient 
population in each State 103 is reached 
by the top two languages spoken by 
individuals with limited English 
proficiency in that State. Moreover, 
requiring a specific number of taglines 
makes the impact of the requirement 
predictable for all covered entities in 
planning how these two taglines, along 
with the nondiscrimination statement, 
will fit on their significant 
communications and significant 
publications that are small-sized. In 
almost all States, the top two languages 
spoken by individuals with limited 
English proficiency captures Spanish 
and the other most prevalent non- 
English language. This approach in 
paragraphs (b)(2), (d)(2), and (g)(1)–(2) 
of § 92.8 is more streamlined than 
requiring the full notice and all 15 
taglines but still will inform the 
majority of individuals with limited 
English proficiency of their rights to be 
protected from discrimination under 
Section 1557 and this part. 

In addition, we have added a sample 
nondiscrimination statement in 
Appendix A that conveys the 
information in § 92.8(a)(1), for which 
the Director will also provide 
translations. Accordingly, we have 
modified paragraph (c) of § 92.8 to state 
that the Director will provide 
translations of the sample 
nondiscrimination statement. The 
translations of the sample notice and 
sample nondiscrimination statement are 
for covered entities’ discretionary use 
only—the final rule does not require the 
posting of the notice or 
nondiscrimination statement in non- 
English languages. 

Comment: A substantial majority of 
commenters on § 92.8 provided 
feedback on the methodology for 
determining the number of languages in 
which covered entities will be required 
to post taglines. Some commenters 
supported the proposed rule’s national 
methodology because of its simplicity, 
particularly for covered entities that 
operate in multiple States. Conversely, 
other commenters expressed concern 
that the national standard fails to 
account for concentrations of particular 
limited English proficient communities 

within areas served by covered entities’ 
health programs and activities, 
including Native American languages 
spoken by those served in Tribal health 
programs. One commenter 
recommended that if the final rule 
includes a national standard, OCR 
should require taglines in the top 25 
languages spoken nationally by 
individuals with limited English 
proficiency. This commenter further 
recommended that when calculating the 
top 25 languages, OCR should rely on a 
data set that ‘‘unbundles’’ bundled 
language groups, such as ‘‘other Asian 
languages,’’ because some languages 
represented in bundled categories may 
be highly prevalent in the service area 
of a particular covered entity’s health 
program or activity.104 

Most commenters disfavoring a 
national methodology recommended 
that the languages in which covered 
entities must post taglines should be the 
top 15 languages spoken State-wide by 
individuals with limited English 
proficiency. Commenters explained that 
the State-wide threshold would be more 
attuned to the diversity of languages 
spoken by individuals with limited 
English proficiency in each State and 
would align with Federal regulations 
governing the Marketplaces and 
qualified health plan issuers.105 Some of 
these commenters also recommended 
that the final rule should require 
covered entities that serve individuals 
in multiple States to post more than 15 

taglines if the composite list of each 
State’s list aggregates to a total of more 
than 15 languages. These commenters 
reasoned that such an interpretation is 
necessary to further the purpose of 
addressing the diversity of languages 
spoken by individuals with limited 
English proficiency served by a 
particular covered entity. 

Other commenters recommended 
other approaches, such as requiring 
taglines in languages in which at least 
10% of individuals with limited English 
proficiency county-wide are exclusively 
literate,106 or, in languages spoken by at 
least 5% of individuals with limited 
English proficiency or 500 individuals 
with limited English proficiency in the 
covered entity’s service area, whichever 
yielded the greater number of languages. 
Still other commenters recommended 
that the rule allow covered entities to 
choose between a State-wide and a 
national methodology in determining 
the languages in which to post taglines, 
depending on the geographic scope of 
the intended audience for the 
‘‘significant publication or significant 
communication’’ to which the taglines 
are posted. These commenters 
explained that a covered entity that 
operates nationally may choose to post 
on the covered entity’s Web site taglines 
in languages based on a nationwide 
threshold but may choose to include on 
a significant communication to an 
individual taglines in languages based 
on a State-wide threshold for the State 
in which the individual resides. 

Response: In response to commenters’ 
recommendations, § 92.8(d)(1) of the 
final rule requires covered entities to 
post taglines in at least the top 15 
languages spoken by individuals with 
limited English proficiency of the 
relevant State or States. Accordingly, 
paragraphs (d)(1)–(2) of § 92.8 refer to 
this State-based methodology rather 
than a national methodology. This 
threshold captures, on average, 90% of 
each State’s LEP population. 

We adopt a State-based approach for 
three main reasons. First, a State-based 
methodology is more attuned to the 
diversity of languages spoken by 
individuals with limited English 
proficiency and thus provides notice to 
more individuals with limited English 
proficiency. 

Second, this State-wide approach 
better harmonizes with the number of 
languages in which taglines must be 
provided by Marketplaces and qualified 
health plan issuers under 45 CFR 
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107 Qualified health plan issuers are also bound 
by the tagline requirement in market-wide 
regulations at 45 CFR 147.136(e). Under 
§ 147.136(e), taglines must appear on certain notices 
and on a health plan or issuer’s summary of benefits 
and coverage, in languages in which 10% of 
individuals with limited English proficiency 
county-wide are exclusively literate. See, e.g., 45 
CFR 147.136(e)(2)(iii), (e)(3). This methodology 
applies to a narrower set of documents than those 
to which the tagline requirement applies in Federal 
regulations governing Marketplaces and qualified 
health plan issuers. Compare 45 CFR 
147.136(e)(2)(iii) (requiring taglines on internal 
claims and appeals notices) and 45 CFR 
147.200(a)(5) (requiring taglines on summaries of 
benefits and coverage) with 45 CFR 
155.205(c)(2)(iii)(A) (requiring taglines on Web site 
content and documents that are critical for 
obtaining health insurance coverage or access to 
health care services through a qualified health 
plan). For CMS’s most recent technical guidance on 
the tagline requirement at 45 CFR 
155.205(c)(2)(iii)(A), see Guidance and Population 
Data for Exchanges, Qualified Health Plan Issuers, 
and Web-Brokers to Ensure Meaningful Access by 
Limited-English Proficient Speakers Under 45 CFR 
155.205(c) and 156.250 (Mar. 30, 2016), https://
www.cms.gov/cciio/resources/regulations-and- 
guidance/index.html#, Language Access Guide for 
Exchanges, Qualified Health Plan (QHP) Issuers, 
and Web-Brokers (last visited May 3, 2016). 

108 U.S. Census Bureau, ACS 2009–2013 Detailed 
Languages, supra note 104 (detailing data 
parameters in the user notes). At least 25,000 
individuals who speak English less than ‘‘very 
well’’ must speak the same language for the ACS 
county-level data to identify such language 
speakers. Id. 

109 We rely on the American Community Survey 
(ACS) 5-year data set because its stability is 
superior to the 1-year data set, especially when 
analyzing small populations. U.S. Census Bureau, 
American Community Survey, When to Use 1-year, 
3-year, or 5-year Estimates, http://www.census.gov/ 
programs-surveys/acs/guidance/estimates.html (last 
visited May 3, 2016). The U.S. Census Bureau has 
discontinued the ACS 3-year data set, which is the 
data set on which we relied in the proposed rule. 
U.S. Census Bureau, Census Bureau Statement on 
the 3-Year American Community Survey Statistical 
Product (Feb. 2, 2015), http://
content.govdelivery.com/accounts/USCENSUS/
bulletins/eeb4af (last visited May 3, 2016). 

110 U.S. Dep’t of Commerce, U.S. Census Bureau, 
American FactFinder, Language Spoken at Home by 
Ability to Speak English for the Population 5 Years 
and Older, ACS Estimates by State: 2010–2014 
(released Dec. 2015); U.S. Census Bureau, ACS 
2009–2013 Detailed Languages, supra note 104. We 
are not aware of a public data source providing as 
robust data as the ACS that estimates the languages 
in which individuals with limited English 
proficiency read, understand, or speak. Thus, we 
are relying on a data set identifying individuals 
who have a limited ability to speak English as a 
proxy for limited English proficiency population. 

111 This categorization includes covered entities 
that operate multiple health programs serving 
individuals within various States or that operate a 
health program with a multi-State service area. 

112 For a similar approach, see HHS Notice of 
Benefit and Payment Parameters for 2016; Final 
Rule, 80 FR 10750, 10788 (Feb. 27, 2015) 
(describing the Department’s interpretation of 45 
CFR 155.205(c)(2)(iii)(A) and (B) for entities with 
multi-State service areas). 

113 As newer ACS data become available with 
respect to the data sets on which we base our 
methodology, we will determine if and when the at 
least top 15 languages spoken by individuals with 
limited English proficiency State-wide change, 
warranting the Director to make available notices 
and taglines translated in additional non-English 
languages. 

155.205(c)(2)(iii)(A).107 Section 92.8 of 
this final rule applies to all entities 
covered by Section 1557, but for 
Marketplaces and qualified health plan 
issuers that are subject to the tagline 
requirements at 45 CFR 
155.205(c)(2)(iii)(A) and § 92.8 of this 
final rule, our State-wide methodology 
lessens the burden to which 
Marketplaces and qualified health plan 
issuers might otherwise be subject. 

Third, a county-level approach is 
impractical because detailed language 
data are not available for counties with 
populations of less than 100,000. For 
counties with populations of at least 
100,000 for which detailed language 
data are available, there are limited data 
for individuals who speak English less 
than ‘‘very well’’ and speak a non- 
English language other than Spanish.108 
For county-level data that are available, 
moreover, we are concerned that 
sampling error would render many 
estimates of small language populations 
unreliable when assessed within the 
small geographic area of a county. 

With regard to the data used to 
identify the languages under the State- 
based methodology in which the 
Director will translate the sample 
notice, sample nondiscrimination 
statement, and taglines, as required by 
§ 92.8(c) and (e) of the final rule, we rely 
on the most recent bundled and 

unbundled five-year 109 data available 
from the U.S. Census Bureau. We rely 
on the data set that estimates the 
prevalence of foreign-language speakers 
who speak English less than ‘‘very 
well,’’ 110 and we made technical 
adjustments, such as to remove any 
spoken languages that do not have a 
written equivalent in which the Director 
could translate a tagline. 

We intend the threshold’s application 
in § 92.8(d)(1)–(2), which applies to the 
‘‘relevant State or States,’’ to permit 
covered entities that serve individuals 
in more than one State 111 to aggregate 
the number of individuals with limited 
English proficiency in those States to 
determine the top 15 languages required 
by § 92.8(d)(1), or the top 2 languages 
required by § 92.8(d)(2) where each 
respective provision applies.112 The 
languages produced from this 
aggregation are static with respect to the 
posting requirement in § 92.8(f). Using 
one of the three posting methods as an 
example—the posting of the taglines in 
a covered entity’s physical locations 
required by § 92.8(f)(1)(ii)—a covered 
entity that operates multiple health 
programs serving individuals within 
various States, or that operates a health 
program with a multi-State service area, 
complies with § 92.8(f)(1)(ii) when it 
posts, in its physical locations across 
the States it serves, taglines in at least 
the top 15 languages spoken by the 
aggregate limited English proficient 

populations of those States, rather than 
of each individual State. We do not 
intend to require a covered entity that 
operates health programs in multiple 
States (or in States nationwide), or that 
administers a health program with a 
multi-State service area (or even a 
nationwide service area), to tailor the 
taglines for the specific State in which 
the entity is physically located or in 
which an individual with limited 
English proficiency, with whom the 
entity communicates, lives. This 
interpretation best balances the burden 
on covered entities with the notification 
of language assistance services to 
individuals required by § 92.8(d).113 

We reiterate, however, that the 
requirements of § 92.8(d)(1)–(2) 
establish a floor; covered entities are 
free to include taglines in additional 
languages beyond 15 languages. For 
instance, a covered entity that has 
chosen to aggregate languages may 
choose to post taglines in all languages 
on the aggregated list rather than 
posting just the top 15 languages. 
Moreover, a covered entity that that 
operates health programs in multiple 
States or that administers a health 
program with a multi-State service area 
may decide not to aggregate. Instead, the 
entity may choose to tailor the taglines 
posted in its physical locations for the 
specific State in which the physical 
location exists; similarly, the entity may 
choose to tailor the taglines on a certain 
significant communication based on the 
State in which an individual with 
limited English proficiency, with whom 
the entity communicates, lives. 

In addition, we note that complying 
with § 92.8(d)(1)–(2) is not a substitute 
for complying with the prohibition of 
national origin discrimination as it 
affects individuals with limited English 
proficiency under Section 1557 or this 
part, including the general 
nondiscrimination provisions in 
§ 92.101 and the meaningful access 
provisions in § 92.201 of this final rule. 
Thus, although this section identifies 
the languages in which covered entities 
must post taglines, it does not relieve 
those entities of the separate obligation 
to take reasonable steps to provide 
meaningful access to individuals with 
limited English proficiency who 
communicate in other languages. 

Comment: One commenter 
recommended including American Sign 
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114 For instance, Medicare Advantage Plans, 
Medicare Advantage Prescription Drug Plans, and 
Medicare Prescription Drug Plans must include a 
‘‘CMS Multi-Language Insert’’ in the text of certain 

documents or as a separate page included with 
certain documents. U.S. Dep’t of Health & Human 
Servs., Centers for Medicare & Medicaid Servs., 
Medicare Marketing Guidelines, § 30.5.1, 7–8 (Jul. 
2, 2015), https://www.cms.gov/Medicare/Health- 
Plans/ManagedCareMarketing/
FinalPartCMarketingGuidelines.html. 

115 45 CFR 84.8(a)–(b) (indicating that methods of 
notifying individuals’ of their rights under Section 
504 may include ‘‘publication in newspapers and 
magazines, placement of notices in [Federal 
financial assistance] recipients’ publication[s], and 
distribution of memoranda or other written 
communications’’ as well as ‘‘recruitment materials 
or publications containing general information that 
. . .[the recipient] makes available to participants, 
beneficiaries, [and] applicants. . . .’’). 

116 45 CFR 86.9(a)(2)(i) (requiring initial notice of 
individuals’ rights to appear in local newspapers, 
newspapers and magazines published by the 
recipient of Federal financial assistance, and 
‘‘memoranda or other written communications 
distributed to every student . . . of such recipient’’) 
and 86.9(b)(1) (requiring each recipient of Federal 
financial assistance to ‘‘prominently include a 
statement of . . . [the recipient’s nondiscrimination 
policy] in each announcement, bulletin, catalog, or 
application form which it makes available . . .’’). 

Language as a language for which a 
posted tagline be required in § 92.8(d). 
This commenter stated that taglines 
denoting the availability of American 
Sign Language Interpretation could 
communicate this message by 
displaying still images, rather than a 
written language. 

Response: We decline to include 
American Sign Language as a language 
for which a tagline is required in 
§ 92.8(d)(1)–(2) because the notice of 
individuals’ rights in § 92.8(a)(2), which 
must be posted in a conspicuously- 
visible font size and location just like 
taglines, addresses this issue. 
Specifically, paragraph (a)(2) requires 
that the notice of individuals’ rights 
state that the covered entity provides 
auxiliary aids and services, which 
include sign language interpreters, to 
individuals with disabilities when 
necessary to provide such individuals 
an equal opportunity to benefit from the 
entity’s health programs or activities. 

Comment: A few commenters 
recommended that the final rule 
prescribe the location of taglines at or 
near the beginning of significant 
publications and significant 
communications. These commenters 
provided anecdotal evidence that 
individuals with limited English 
proficiency who received multi-page 
English notices requiring time-sensitive 
responses failed to see taglines 
appearing on the last page. Commenters 
explained that to the individuals’ 
detriment, they discarded the notices 
without responding, resulting in 
termination of health insurance 
coverage and other negative outcomes. 
A number of commenters recommended 
that covered entities be required to 
include the text of all required taglines, 
not just the in-language link, 
conspicuously on the homepage of their 
Web sites. 

Response: Although we encourage 
covered entities to include notices and 
taglines at the beginning of significant 
publications and significant 
communications to ensure that they are 
meaningfully accessible to the 
consumer, we decline to require this 
prescriptive approach as part of the final 
rule. In some circumstances, such as 
lengthy publications, it may be 
necessary to include the notice and 
taglines at the beginning of a document 
to meet the requirements of 
§ 92.8(f)(1)(i) and (g)(1)–(2); in others, 
posting elsewhere, including on a 
separate insert 114 accompanying the 

English-language significant publication 
or significant communication, may be 
adequate. Furthermore, in today’s 
increasingly electronic and digital age 
where covered entities may make their 
first impressions through Web content 
(often on small mobile devices), we are 
sensitive to covered entities’ need for 
autonomy in designing and managing 
the appearance of their public internet 
home pages. 

Although the law requires that 
individuals receive sufficient notice of 
language assistance services available to 
assist individuals with limited English 
proficiency in understanding the 
content of a covered entity’s Web site, 
we believe that the use of in-language 
links permitted under this provision of 
the proposed rule is the approach that 
best balances notice to individuals 
against burden to covered entities. 

Comment: Some commenters 
described the proposed requirement to 
post the notice in ‘‘significant 
publications and significant 
communications’’ as onerous. One 
commenter recommended that health 
plans provide the notice to individuals 
on an annual basis, along with 
individuals’ annual enrollment package, 
instead of on each ‘‘significant 
publication and significant 
communication.’’ Some commenters 
requested that OCR include, in 
regulation text, the examples of 
‘‘significant publications and significant 
communications’’ we provided in the 
preamble to the proposed rule, 
specifically outreach publications and 
patient handbooks. A few commenters 
requested that OCR consult with other 
Federal agencies on the scope of 
‘‘significant publications and significant 
communications’’ to establish a 
common understanding of this term so 
that covered entities whose publications 
and communications are regulated by 
more than one Federal agency are not 
subject to conflicting standards. 

Other commenters were concerned 
about OCR’s statement in the preamble 
of the proposed rule that OCR intended 
the scope of ‘‘significant publications 
and significant communications’’ to 
include not only documents meant for 
the public but also individual letters or 
notices to an individual, such as a letter 
to a consumer notifying the individual 
of a change in benefits. These 
commenters observed that, pursuant to 
existing Federal and State law, many 

letters already include disclosures and 
other legally mandated information; 
consequently, the requirement to post 
both the notice and taglines required in 
proposed § 92.8(a) and (d), respectively, 
might dilute the primary message of the 
letter and confuse or frustrate 
consumers. Some commenters requested 
clarification on how ‘‘vital documents’’ 
as used in the Department’s LEP 
Guidance relates to ‘‘significant 
publications and significant 
communications’’ in § 92.8(f)(1)(i) of the 
proposed rule. 

Response: We disagree with 
commenters’ characterization of 
§ 92.8(f)(1)(iii) as ‘‘onerous.’’ We 
acknowledge that compliance with this 
subsection may impose some limited 
burdens on covered entities. However, 
these burdens are outweighed by the 
benefits that § 92.8(f)(1)(iii) will 
generate for individuals with limited 
English proficiency by making them 
aware, in their own languages, of the 
availability of language assistance 
services. Notifying individuals of their 
rights under Section 1557 and this part, 
including the availability of language 
assistance services for individuals with 
limited English proficiency and the 
availability of auxiliary aids and 
services for persons with disabilities, is 
critical to providing an equal 
opportunity to access health care and 
health coverage. For these reasons, OCR 
intends to interpret ‘‘significant 
communications and significant 
publications’’ broadly, which is 
consistent with the notice provisions of 
other Federal civil rights authorities, 
such as Section 504 115 and Title IX.116 

We decline to limit the posting 
requirement in § 92.8(f)(iii) to an annual 
frequency. The notice requirements in 
other Federal civil rights laws on which 
we modeled § 92.8 do not contain a 
similar limitation. Moreover we also 
note that not every covered entity sends 
annual notices. 
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117 For comparison, the meaningful access 
requirements of other Federal regulations governing 
qualified health plan issuers apply to all 
information that is critical for obtaining health 
insurance coverage or access to health services 
through the qualified health plan, including 
‘‘applications, forms, and notices’’ and information 
is deemed to be critical for obtaining health 
insurance coverage or access to health care services 
if the issuer is ‘‘required by law or regulation’’ to 
provide the document to certain individuals. See 45 
CFR 156.250. CMS’s annual guidance to qualified 
health plan issuers lists examples of documents to 
which CMS interprets § 156.250 to apply, such as 

certain correspondence and notifications, summary 
of benefits and coverage disclosures, formulary drug 
lists, provider directories, and a plan’s explanation 
of benefits or similar claim processing information. 
U.S. Dep’t of Health & Human Servs., Centers for 
Medicare & Medicaid Servs., Final 2017 Letter to 
Issuers in the Federally-facilitated Marketplaces, 
80–81 (Feb. 29, 2016), https://www.cms.gov/CCIIO/ 
Resources/Regulations-and-Guidance/Downloads/
Final-2017-Letter-to-Issuers-2-29-16.pdf. 

118 HHS LEP Guidance, supra note 49, 68 FR at 
47318–19. 

119 Id. at 47318. 
120 Id. at 47319. 

We also decline to enshrine a list of 
examples of ‘‘significant publications 
and significant communications’’ in 
regulation for two main reasons. First, 
the final rule applies to such a diverse 
range of covered entities that codifying 
examples likely would not provide 
meaningful guidance to the full 
spectrum of covered entities regulated. 
Second, we intend to maximize covered 
entities’ flexibility, and each covered 
entity is in the best position to 
determine which of its communications 
and publications with respect to its 
health programs and activities are 
significant. 

In response to commenters who 
requested that ‘‘significant publications 
and significant communications’’ be 
limited to documents intended for the 
public, rather than those intended for 
specific individuals, we decline to limit 
the intended scope of such documents 
to those aimed only at the public at- 
large. We intend the scope of significant 
publications and significant 
communications to include not only 
documents intended for the public, such 
as outreach, education, and marketing 
materials, but also written notices 
requiring a response from an individual 
and written notices to an individual, 
such as those pertaining to rights or 
benefits. We have no reasoned basis to 
distinguish and exempt significant 
publications and significant 
communications intended for specific 
individuals from significant 
publications and significant 
communications intended for the public 
at-large. Indeed, in some situations, a 
written notice with information tailored 
to a specific individual’s benefits or 
participation may be even more 
important to that individual than a 
significant publication or significant 
communication conveying information 
to the public. Accordingly, an 
individual’s awareness of his or her 
rights under Section 1557, such as the 
availability of auxiliary aids and 
services for persons with disabilities 
(required in § 92.8(a)(2) to be in the 
nondiscrimination notice) is just as 
important as information communicated 
to the public at-large.117 

The HHS LEP Guidance uses the term 
‘‘vital documents’’ to refer to the 
documents for which covered entities 
should prioritize written translations for 
individuals with limited English 
proficiency.118 The HHS LEP Guidance 
does not define vital documents. Rather, 
the Guidance states that ‘‘[w]hether or 
not a document (or the information it 
solicits) is ‘vital’ may depend upon the 
importance of the program, information, 
encounter, or service involved, and the 
consequence to the LEP person if the 
information in question is not provided 
accurately or in a timely manner.’’ 119 
The HHS LEP Guidance also provides 
examples of documents likely to be 
‘‘vital,’’ such as ‘‘consent and complaint 
forms, . . . [ ] written notices of 
eligibility criteria, rights, denial, loss, or 
decreases in benefits or services . . . 
[ ] [and] [a]pplications to participate in 
a recipient’s program or activity or to 
receive recipient benefits or 
services.’’ 120 

OCR intends for ‘‘vital documents’’ to 
represent a subset of ‘‘significant 
communications and significant 
publications’’’’ in which covered 
entities must post the notice (or 
nondiscrimination statement in 
§ 92.8(b), where applicable) and taglines 
required by § 92.8(d) and (f), among 
other electronic and physical locations. 
In clarifying this point, we emphasize 
that the HHS LEP Guidance uses the 
term ‘‘vital documents’’ to address how 
a covered entity should meet its Title VI 
obligations to translate entire 
documents. By contrast, we refer to 
‘‘significant communications and 
significant publications’’ in this rule to 
identify the documents in which 
covered entities are required to post the 
notice of individuals’ rights (or 
nondiscrimination statement, where 
applicable) and taglines. We are not 
adopting an across-the-board 
requirement for covered entities to 
translate certain written documents into 
a threshold number of languages. 

Comment: Some commenters 
recommended that OCR provide 
funding and other resources to non- 
profit organizations for the purpose of 
creating a national social media 

campaign to publicize the requirements 
of Section 1557. 

Response: It is beyond scope of the 
final rule for OCR to fund organizations’ 
education and outreach efforts. OCR 
continues, however, to conduct 
outreach and provide technical 
assistance to inform covered entities of 
their obligations and individuals of their 
rights under Federal civil rights laws, 
including Section 1557 and this part. 
OCR will continue to disseminate, via 
web and social media platforms, fact 
sheets and other useful materials to 
covered entities and individuals. 

Comment: OCR received a number of 
comments suggesting revisions to the 
sample notice in Appendix A and the 
sample tagline in Appendix B to the 
proposed rule, such as revisions to 
improve adherence to plain language 
writing principles. For example, with 
respect to the sample notice, a few 
commenters recommended revisions 
with respect to the provision of 
language assistance services: Adding the 
word ‘‘qualified’’ prior to the word 
‘‘interpreters,’’ which is listed as a type 
of language assistance service; replacing 
‘‘first language’’ with ‘‘primary 
language’’; replacing ‘‘translated into 
other languages’’ with ‘‘written in other 
languages’’; and deleting ‘‘when needed 
to communicate effectively with us.’’ 

One commenter objected to the 
conditional tense of the sample tagline 
in Appendix B, which stated that ‘‘[i]f 
you speak [insert language], language 
assistance services may be available to 
you . . . ,’’ expressing concern that it 
might deter an individual from asking 
for or about language assistance 
services. In addition, commenters 
suggested that the conditional phrasing 
of ‘‘may be available’’ is inconsistent 
with covered entities’ obligations under 
§ 92.201 to take reasonable steps to 
provide meaningful access to each 
individual with limited English 
proficiency. 

A few commenters recommended that 
the sample tagline in Appendix B be 
shortened but offered no specific 
recommendations on shorter language. 
Some commenters suggested that OCR 
consumer test the sample notice in 
Appendix A of the proposed rule before 
providing it as a sample in the final 
rule. 

Response: We share commenters’ 
views that the sample notice should 
clearly convey civil rights information, 
which can often be complex. We agree 
with the specific revisions from 
commenters to improve the sample 
notice’s statement about a covered 
entity’s provision of language assistance 
services. We have modified Appendix A 
to the final rule to reflect these 
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revisions, and have made technical 
revisions to include OCR’s contact 
information for filing a complaint. In 
our view, the sample notice, with these 
modifications, adequately apprises 
individuals of their civil rights under 
Section 1557 and this part without 
providing irrelevant or confusing 
information. We remind covered entities 
that nothing in the final rule prohibits 
covered entities from drafting their own 
notices to meet the requirements of 
§ 92.8(a)(1)–(7), which covered entities 
are free to consumer test. 

In addition, we have added a 
nondiscrimination statement to 
Appendix A that covered entities can 
post on significant publications and 
significant communications that are 
small-sized. 

We appreciate commenters’ attention 
to the details of the sample tagline’s 
phrasing. We have modified Appendix 
B to the final rule to address 
commenters’ concerns that the tagline’s 
conditional wording might deter an 
individual from asking for or about 
language assistance services. With 
technological advancements in language 
assistance services, we are confident 
that covered entities have the ability, at 
a minimum, to obtain qualified oral 
interpretation services in the languages 
in which covered entities will provide 
taglines, consistent with § 92.8(d)(1)–(2); 
thus, the sample tagline as modified 
states that language services ‘‘are’’ 
available. In addition, we replaced the 
word ‘‘contact’’ with ‘‘call’’ to simplify 
the vocabulary used for average literacy 
levels. The modifications we have made 
amplify taglines’ function as a critical 
gateway to language assistance services. 
Taglines derive value not only from 
informing individuals with limited 
English proficiency of language 
assistance services but also from 
prompting individuals to contact the 
covered entity to obtain language 
assistance. We decline to shorten the 
sample tagline because we are 
concerned that doing so would 
compromise the tagline’s message and 
intent. We remind covered entities that 
Appendix B is a sample; covered 
entities are free to develop their own 
taglines as long as they provide taglines 
consistent with § 92.8(d)(1)–(2) of this 
part. 

Summary of Regulatory Changes 
For the reasons described in the 

proposed rule and considering the 
comments received, we have modified 
§ 92.8 and Appendices A and B to part 
92 as follows: 

In § 92.8(a), we made technical 
modifications to paragraph (a) and 
paragraphs (a)(1)–(3). In paragraph (a) 

we replaced the conjunction ‘‘or’’ with 
‘‘and.’’ In paragraph (a)(1), we clarified 
that the nondiscrimination statement of 
the notice applies to the health 
programs and activities of a covered 
entity. In paragraph (a)(2), we inserted 
the phrase ‘‘for individuals with 
disabilities’’ after ‘‘qualified 
interpreters’’ because the final rule now 
defines qualified interpreters for 
individuals with disabilities separately 
from qualified interpreters for 
individuals with limited English 
proficiency. In paragraph (a)(3), we 
added examples of language assistance 
services to promote alignment with 
paragraph (a)(2), which provides 
examples of auxiliary aids and services. 

Most of the text in proposed § 92.8(b) 
is now reflected in new paragraph (b)(1). 
We added paragraph (b)(2) that requires 
a covered entity to post a 
nondiscrimination statement consistent 
with newly-designated paragraph (g)(1), 
which applies to significant 
publications and significant 
communications that are small-sized. In 
newly-designated paragraph (b)(1) and 
(f)(1), we eliminated ‘‘English-language’’ 
before ‘‘notice’’ to avoid the 
incongruous result that a significant 
publication or significant 
communication written in a non-English 
language must include a notice written 
in English. 

In § 92.8(c), we added language to 
convey OCR’s plans to translate the 
sample nondiscrimination statement for 
covered entities to use at their 
discretion. 

In paragraph (d) of § 92.8, we added 
paragraph designations (1) and (2) to 
distinguish the final rule’s tagline 
requirements for significant 
publications and significant 
communications that are not small-sized 
from those that are small-sized. Most of 
the text in proposed paragraph (d) is 
now reflected in paragraph (d)(1). In 
newly-designated (d)(1), we replaced 
the national threshold with a threshold 
requiring taglines in at least the top 15 
languages spoken by the limited English 
proficient population of the relevant 
State or States. In addition, we added a 
reference to the posting requirement in 
paragraph (f)(1) of § 92.8 for clarity. 
Paragraph (d)(2) identifies the tagline 
requirement for significant publications 
and significant communications that are 
small-sized. In paragraphs (c) and (e) of 
§ 92.8, we replaced the national 
threshold with a reference to the 
languages triggered by the State-wide 
methodology described in paragraph 
(d)(1). 

In § 92.8(f), we revised paragraph 
(f)(1) and paragraphs (f)(1)(i) and (iii). 
Specifically, in paragraph (f)(1), we 

made a technical revision to remove an 
errant reference to paragraph (b) and we 
replaced the reference to paragraph (d) 
with (d)(1) to conform to the new 
paragraph designations of the final rule. 
In § 92.8(f)(1)(i), we replaced the 
conjunction ‘‘or’’ with ‘‘and’’ as a 
technical revision to align the text with 
the same technical revision in § 92.8(a). 
In addition, we excluded publications 
and significant communications that are 
small-sized from the requirement to post 
the notice conveying all content in 
§ 92.8(a)(1)–(7) and from the 
requirement to post all 15 taglines. In 
paragraph (f)(1)(iii), we clarified the 
location of the tagline when posted to 
the covered entity’s Web site. 

We re-designated paragraph (g) in the 
proposed rule as paragraph (h) in this 
final rule. In the final rule, paragraph (g) 
addresses covered entities’ requirements 
to post a nondiscrimination statement 
and taglines in significant publications 
and significant communications that are 
small-sized. Specifically, paragraph 
(g)(1) addresses the requirement to post 
a nondiscrimination statement and 
paragraph (g)(2) addresses the 
requirement to post taglines. 

Newly re-designated paragraph (h) no 
longer treats an entity’s compliance 
with particular paragraphs of § 92.8 as 
constituting compliance with the notice 
provisions of other Federal civil rights 
authorities. We revised the paragraph to 
address a covered entity’s permissive 
authority to combine the content of the 
notice in paragraphs (a)(1)–(7) of this 
section with the content of other 
notices. 

In Appendix A to the final rule, we 
made the following changes to improve 
the plain language reading of the sample 
notice and to streamline the sample 
notice’s messaging: 

• Deleted ‘‘sex stereotypes and gender 
identity’’ from the end of the first 
sentence; 

• Replaced ‘‘worse’’ with 
‘‘differently,’’ and deleted the pronoun 
‘‘their’’ prior to listing the bases on 
which the covered entity does not 
discriminate; 

• Replaced ‘‘first language’’ with 
‘‘primary language’’; 

• Deleted ‘‘when needed to 
communicate effectively with us’’; 

• Added ‘‘qualified’’ to modify 
‘‘interpreters’’ with respect to serving 
individuals with limited English 
proficiency; 

• Replaced ‘‘translated into other 
languages’’ with ‘‘written in other 
languages’’; 

• Added placeholders for a covered 
entity to provide not only the name of 
its civil rights coordinator but also the 
individual’s title; and 
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121 29 U.S.C. 621–634. 122 34 CFR 106.34. 

• Added contact information for 
filing a complaint with OCR. 

In addition, we added a sample 
nondiscrimination statement in 
Appendix A for covered entities to post 
in significant publications and 
significant communications that are 
small-sized and accordingly broadened 
the title of Appendix A to reflect its 
revised scope. 

In Appendix B to the final rule, we 
modified the language by replacing 
‘‘may be available’’ with ‘‘are available’’ 
and by adding language to improve the 
plain language reading of the sample 
tagline, by replacing ‘‘[c]ontact’’ with 
‘‘call.’’ 

Subpart B—Nondiscrimination 
Provisions 

Subpart B of the final rule 
incorporates regulatory provisions 
implementing the application of the 
civil rights statutes referenced in 
Section 1557(a): Title VI, Title IX, the 
Age Act, and Section 504. 

Discrimination Prohibited (§ 92.101) 
We proposed that § 92.101 of subpart 

B prohibit discrimination on the basis of 
race, color, national origin, sex, age, or 
disability under any health program or 
activity to which Section 1557 or this 
part applies. We proposed that 
paragraphs (a) and (b) follow the 
structure of the implementing 
regulations for Title VI, Section 504, 
Title IX, and the Age Act by including 
a general nondiscrimination provision 
in paragraph (a) followed by a provision 
identifying specific discrimination 
prohibited in paragraph (b). In 
paragraph (c), we proposed to address 
exceptions to discrimination prohibited 
under the Title VI, Section 504, and Age 
Act regulations. We proposed that 
paragraph (d) effectuate technical 
changes in terminology to apply the 
provisions incorporated from other 
regulations to the covered entities 
obligated to comply with this proposed 
rule. 

In paragraph (a)(1) of § 92.101 of the 
proposed rule, we restated the core 
objective of Section 1557(a), which 
prohibits discrimination on the grounds 
prohibited under Title VI (race, color, or 
national origin), Title IX (sex), the Age 
Act (age), or Section 504 (disability) in 
any health program or activity to which 
this part applies. 

In paragraph (a)(2), we proposed to 
limit the ways in which the proposed 
rule applies to employment. We noted 
that except as provided in § 92.208, 
which addresses employee health 
benefit programs, the proposed rule 
does not generally apply to 
discrimination by a covered entity 

against its own employees. Thus, the 
proposed rule would not extend to 
hiring, firing, promotions, or terms and 
conditions of employment outside of 
those identified in § 92.208; such claims 
could continue to be brought under 
other laws, including Title VII, Title IX, 
Section 504, the ADA and the Age 
Discrimination in Employment Act,121 
as appropriate. We invited comment on 
our proposal to exclude these forms of 
employment discrimination from the 
scope of the proposed rule. 

We proposed that paragraph (b) 
incorporate into the regulation the 
specific discriminatory actions 
prohibited by each civil rights statute 
which Section 1557 references. We 
considered harmonizing each of the 
specific discriminatory actions 
prohibited across each civil rights law 
addressed by Section 1557. We noted 
that although harmonization could 
reduce redundancy in the specific 
discriminatory actions incorporated that 
are similar to one another, 
harmonization would likely lead to 
confusion and unintended differences 
in interpretation that are subtle yet 
significant. We therefore proposed that 
paragraphs (b)(1)–(4) incorporate the 
specific discriminatory actions 
prohibited under each civil rights law 
on which Section 1557 is grounded. We 
sought comment on this proposed 
approach. 

We proposed that paragraph (b)(1) 
adopt the specific discriminatory 
actions prohibited by the Title VI 
implementing regulation, which appear 
at 45 CFR 80.3(b)(1)–(6). 

In paragraph (b)(2)(i), we proposed to 
address the specific prohibition of 
discrimination on the basis of disability 
with which recipients and State-based 
Marketplaces must comply. In 
paragraph (b)(2)(i), we proposed to 
adopt relevant provisions in the Section 
504 implementing regulation for 
federally assisted programs and 
activities at 45 CFR part 84. We 
provided that the provisions 
incorporated are the specific 
discriminatory actions prohibited at 
§ 84.4(b); the program accessibility 
provisions at §§ 84.21 through 84.23(b); 
and the provisions governing education, 
health, welfare, and social services at 
§§ 84.31, 84.34, 84.37, 84.38, and 84.41– 
84.55. 

We proposed that paragraph (b)(2)(ii) 
address the specific prohibitions of 
discrimination on the basis of disability 
with which the Department, including 
the Federally-facilitated Marketplaces, 
must comply. We proposed that this 
paragraph adopt relevant provisions in 

the Section 504 implementing 
regulation for federally administered 
programs and activities at 45 CFR part 
85. We provided that the provisions 
adopted are the specific discriminatory 
actions prohibited at § 85.21(b) and the 
program accessibility provisions at 
§§ 85.41 through 85.42 and 84.44 
through 84.51. 

We proposed that paragraph (b)(3) 
adopt the specific discriminatory 
actions prohibited by the Title IX 
implementing regulation, which appear 
at 45 CFR 86.3(b)(1) through (8). 

We also proposed that paragraph 
(b)(4) adopt the specific discriminatory 
actions prohibited by the Age Act 
implementing regulation, which appear 
at 45 CFR 91.11(b). 

In paragraph (b)(5), we proposed that 
the specific discriminatory actions 
prohibited in § 92.101(b)(1) through (4) 
do not limit the general prohibition of 
discrimination in § 92.101(a). We noted 
that this statement is consistent with 
regulatory provisions in the 
implementing regulations for Title VI at 
45 CFR 80.3(b)(5) and the Age Act at 45 
CFR 91.11(c). 

In paragraph (c), we proposed to 
incorporate the exceptions to the 
general prohibition of discrimination 
that appear in the implementing 
regulations for Title VI, Section 504, and 
the Age Act, as these exceptions have 
applied to health programs and 
activities for nearly 40 years. We noted 
that, generally, the exceptions in the 
Title VI, Section 504, and Age Act 
implementing regulations provide that it 
is not discriminatory to exclude a 
person from the benefits of a program 
that Federal law limits to a protected 
class. We did not address the sex-based 
distinctions authorized in Title IX and 
its implementing regulation in the 
context of education programs or 
activities. We noted that these 
distinctions do not necessarily apply in 
the health care context. However, we 
also noted that Title IX and the 
Department of Education’s Title IX 
regulations allow some single-sex 
education programs when certain 
requirements are met.122 We did not 
propose to prohibit separate toilet, 
locker room, and shower facilities 
where comparable facilities are 
provided to individuals, regardless of 
sex, but sought comment on what other 
sex-based distinctions, if any, should be 
permitted in the context of health 
programs and activities and the 
standards for permitting the 
distinctions. 

Finally, we proposed that paragraph 
(d) effectuate technical changes to apply 
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123 Supra note 3. 
124 See North Haven Bd. of Educ. v. Bell, 456 U.S. 

512 (1982). 
125 Id. at 522–30; Consolidated Rail v. Darrone, 

465 U.S. 624, 626 (1984). 

126 Moreover, nothing in this rule is intended to 
affect OCR’s ability to address discrimination 
against patients on a prohibited basis, even where 
that discrimination is effectuated through actions 
against a covered entity’s employee. If, for example, 
a medical practice that receives Federal financial 
assistance fired a Hispanic doctor because the 
practice no longer wished to serve the doctor’s 
predominantly Hispanic, limited English proficient 
patients, OCR could pursue relief on behalf of 
affected patients to ensure that their access to the 
practice was not discriminatorily denied. Cf. 45 
CFR 80.3(c)(3) (Title VI applies where 
discrimination in employment tends to exclude 
individuals, on the basis of race, color, or national 
origin, from participation in a covered program). 

the provisions incorporated in 
§ 92.101(b) and (c) to covered entities 
obligated to comply with the proposed 
rule by, among other things, replacing 
references to ‘‘recipient’’ in the 
incorporated provisions with ‘‘covered 
entity.’’ 

The comments and our responses 
regarding § 92.101 of subpart B are set 
forth below. 

Comment: A few commenters 
recommended that OCR add the words 
‘‘or deterred’’ to the general prohibition 
of discrimination, so that it would read 
as follows: ‘‘Except as provided in Title 
I of the ACA, an individual shall not, on 
the basis of race, color, national origin, 
sex, age, or disability, be excluded or 
deterred from participation in, be 
denied the benefits of, or otherwise be 
subjected to discrimination under any 
health program or activity to which this 
part applies.’’ 

Response: We believe the regulatory 
text, as it is currently written, conveys 
the intent to prohibit discriminatory 
deterrence from participation in a health 
program or activity. As OCR noted in 
the preamble to the proposed rule, 
paragraph (a)(1) of § 92.101 prohibits 
discrimination on the grounds 
prohibited under Title VI, Title IX, the 
Age Act, and Section 504 in any health 
program or activity to which this part 
applies. It is well established under 
these and other civil rights law that 
deterrence on the basis of a prohibited 
criterion is a form of discrimination. 
Similarly, discrimination on the basis of 
perceived race, color, national origin, 
sex, age, or disability is prohibited 
discrimination under the final rule, as it 
is under the authorities referenced in 
Section 1557. 

Comment: One commenter asked for 
clarification that, when scientific 
evidence supports differential treatment 
to ensure safe, high-quality care, such 
treatment would not be considered 
discriminatory. This commenter pointed 
out that the risks and benefits of 
treatments may differ due to 
characteristics such as age, gender, 
physical stature, and genetics. For 
example, based on the best available 
science, experts have judged that, for 
men and younger women, absent a 
known family history, the risks 
associated with radiation exposure from 
routine mammograms outweigh the 
benefits. Thus, practice guidelines 
suggest not administering screening 
mammograms to women under a certain 
age or to men. 

Response: Scientific or medical 
reasons can justify distinctions based on 
the grounds enumerated in Section 
1557. We affirm this understanding of 
the final rule and believe that the 

regulatory text encompasses that 
approach. 

Comment: A few commenters asked 
that OCR prohibit discrimination in 
health programs or activities on the 
basis of ‘‘health status, claims 
experience, medical history, or genetic 
information’’ in addition to race, color, 
national origin, sex, age, and disability. 

Response: This rule implements 
Section 1557 of the ACA, which 
prohibits discrimination on the bases of 
race, color, national origin, sex, age, and 
disability. Accordingly, the 
commenters’ request is beyond the 
scope of this rule. However, OCR 
recognizes that discrimination based on 
health status, claims experience, 
medical history, or genetic information 
can, depending on the facts, have a 
disparate impact that results in 
discrimination on a basis prohibited by 
Section 1557 and will process 
complaints alleging such discrimination 
accordingly. In addition, such 
discrimination also may violate other 
laws, such as other provisions of the 
ACA or the Genetic Information 
Nondiscrimination Act of 2008.123 

Comment: Many commenters 
disagreed with the approach taken in 
the proposed rule to exclude 
discrimination in employment in areas 
other than employee health benefits. 
Commenters stated that the text of 
Section 1557 does not exclude 
employment discrimination; that 
Section 1557 protects ‘‘individuals,’’ 
similar to Title IX’s protection of 
‘‘person[s];’’ and that Title IX has been 
interpreted to protect not just students 
but employees of educational 
institutions. They also noted that 
Section 504 covers employment without 
exception and that Title VI covers 
employment discrimination when it 
affects beneficiaries of the covered 
program.124 

Response: For the reasons stated in 
the preamble to the proposed rule, OCR 
declines to interpret Section 1557 to 
grant itself jurisdiction (outside the 
context of employee health benefit plans 
under circumstances set out in § 92.208) 
over claims of employment 
discrimination brought by employees 
against their employers that are covered 
entities. In holding that both Title IX 
and Section 504 broadly prohibit 
discrimination in employment, the 
Supreme Court relied heavily on the 
legislative history and underlying 
purpose of these statutes.125 By contrast, 

there is no indication that broadly 
prohibiting employment discrimination 
was a chief purpose of Section 1557, 
which is focused on discrimination 
against participants in health programs 
and activities. To the extent that 
employees who are subject to 
discrimination are employed by entities 
that are covered under other 
employment discrimination laws, their 
complaints can be brought under those 
other laws. And as to employees of 
small employers, we do not believe that 
Congress in Section 1557 intended to 
alter, across the board, the longstanding 
exclusion of small employers from most 
employment discrimination laws. That 
said, nothing in this rule is intended to 
alter the established principles 
underlying the unlimited coverage of 
employment discrimination under both 
Title IX and Section 504, and OCR will 
process such claims brought under these 
statutes under its longstanding 
procedures.126 

Comment: Some commenters asked 
that OCR clarify that Section 1557’s 
prohibition of discrimination on the 
basis of race, color, national origin, sex, 
age, or disability includes intersectional 
discrimination that might affect persons 
who are part of multiple protected 
classes. For example, discrimination 
against an African-American woman 
could be discrimination on the basis of 
both race and sex. 

Response: OCR is clarifying here that 
Section 1557’s prohibition of 
discrimination reaches intersectional 
discrimination. We believe that the 
regulatory text encompasses this 
approach. 

Comment: Commenters noted that 
various forms of harassment in health 
care can discourage individuals from 
seeking care and suggested that OCR 
include a separate provision that 
explicitly prohibits all forms of 
harassment based on protected 
characteristics, including sexual 
harassment and other forms of sex-based 
harassment. 

Response: OCR recognizes that 
various forms of harassment can impede 
an individual’s ability to participate in 
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127 See, e.g., U.S. Dep’t of Educ., Office for Civil 
Rights, Questions and Answers on Title IX and 
Sexual Violence (2014) at A–2, available at http:// 
www2.ed.gov/about/offices/list/ocr/docs/qa- 
201404-title-ix.pdf. 

128 U.S. Dep’t of Health & Human Servs. and U.S. 
Dep’t of Agriculture, Policy Guidance Regarding 
Inquiries into Citizenship, Immigration Status and 
Social Security Numbers in State Applications for 
Medicaid, State Children’s Health Insurance 
Program (SCHIP), Temporary Assistance for Needy 
Families (TANF), and Food Stamp Benefits (2000) 
[hereinafter Tri-Agency Guidance], http://
www.hhs.gov/civil-rights/for-individuals/special- 
topics/national-origin/tri-agency/index.html 
(describing how States can structure their facially- 
neutral policies and practices to enroll eligible 
children and families of all national origins to 
reduce and eliminate access barriers). 

129 In addition to Title VI, the Tri-Agency 
Guidance addresses the Privacy Act of 1974 and 
program authorities authorizing and implementing 
Medicaid, CHIP, Temporary Assistance for Needy 
Families, and the Food Stamp Program. Id. at 1–2, 
Q2. 

130 The Tri-Agency Guidance addresses the 
circumstances under which a State may not deny 
benefits when a non-applicant applying on behalf 
of a child, or a non-applicant household member, 
does not provide information regarding his or her 
citizenship status, immigration status or a Social 
Security number. The Guidance recommends that 
public benefits applications allow non-applicants to 
declare early in the process whether they are 
seeking benefits only on behalf of an eligible child 
or family member so that further inquiry is limited 
to factors necessary for determining the child’s or 
family member’s eligibility. Id. at 206, Q3–Q7. 

131 See HHS OCR VRA with AZ Agencies, supra 
note 53, (resolving cognizable complaints of 
national origin discrimination under Title VI 
following implementation of an Arizona State law 
requiring State employees, in the administration of 
public benefits programs, to report ‘‘discovered 
violations of federal immigration law’’ to U.S. 
Immigrations and Customs Enforcement). 

132 See, e.g., 77 FR 18310, 18355 (Mar. 27, 2012) 
(applying the principles of the Tri-Agency 
Guidance to Marketplace SM regulations on the 
health insurance application process); U.S. Dep’t of 
Health & Human Servs., Office of Community 
Servs., Admin. on Children & Families, HHS 
Guidance on the Use of Social Security Numbers 
and Citizenship Status Verification for Assistance 
by LIHEAP Grantees’ Programs, A6 (2014), http:// 
www.acf.hhs.gov/programs/ocs/resource/liheap-im- 
hhs-guidance-on-the-use-of-social-security- 
numbers-ssns-and-citizenship-status-verification 
(strongly encouraging LIHEAP Grantees to structure 
their eligibility processes to avoid the delay or 
denial of benefits to eligible persons in mixed- 
immigration status households); U.S. Dep’t of 
Health & Human Servs., Admin. on Children & 
Families, Office of Child Care, Clarifying Policy 
Regarding Limits On The Use Of Social Security 
Numbers Under the Child Care and Development 
Fund and the Privacy Act Of 1974, Program Instr. 
No. ACYF–PI–CC–00–04 (2000), http://
www.acf.hhs.gov/programs/occ/law/guidance/
current/pi0004/pi0004.htm (requiring States to 
make clear that the provision of a SSN is voluntary 
and child care benefits will not be denied or 
withheld for failure to provide a SSN). 

or benefit from a health program or 
activity and can thus constitute 
unlawful discrimination under Section 
1557 and this part. Under Title IX, 
harassing conduct creates a hostile 
environment if the conduct is 
sufficiently serious to interfere with or 
limit an individual’s ability to 
participate in or benefit from a 
program.127 For example, a provider’s 
persistent and intentional refusal to use 
a transgender individual’s preferred 
name and pronoun and insistence on 
using those corresponding to the 
individual’s sex assigned at birth 
constitutes illegal sex discrimination if 
such conduct is sufficiently serious to 
create a hostile environment. Similarly, 
a provider using derogatory language 
because an individual is an unmarried 
sexually active or pregnant woman 
constitutes illegal sex-based harassment 
if such conduct is sufficiently serious to 
create a hostile environment. Consistent 
with the well-established interpretation 
of existing civil rights laws, OCR 
interprets the final rule to prohibit all 
forms of unlawful harassment based on 
a protected characteristic. Because it has 
been long-established that harassment is 
a form of prohibited discrimination 
under each of the laws cited in Section 
1557 and this part, OCR does not 
believe a separate harassment provision 
is necessary and therefore declines to 
revise the proposed rule to include one. 

Comment: Many commenters 
recommended that OCR add regulation 
text stating that the Tri-Agency 
Guidance 128 imposes legally 
enforceable obligations on entities 
covered by Section 1557 and that OCR 
has direct authority to enforce the Tri- 
Agency Guidance as well as the 
statutory and regulatory provisions 
therein articulated.129 The Tri-Agency 
Guidance describes how States can 

structure their application and 
enrollment processes in compliance 
with Title VI and program authorities to 
ensure that State agencies do not 
administer federally assisted public 
benefit programs in a manner that 
delays or denies services to eligible 
individuals, including children, living 
in mixed-immigration status 
households. 

Commenters asked for such regulatory 
language based on concerns that some 
covered entities administer their 
programs in a manner that discriminates 
based on national origin by delaying or 
denying access to public benefits based 
on practices such as: Erecting onerous 
documentation requirements; denying 
eligible applicants the opportunity to 
prove eligible income, identity, 
citizenship status, or immigration 
status; or making generalized 
assumptions about applicants’ eligibility 
based on the actual or perceived 
immigration status or national origin of 
any family member.130 Commenters also 
expressed concern that some covered 
entities fail to understand the eligibility 
differences between various immigrant 
visa statuses and length of residency 
requirements, fail to distinguish 
between applicants and non-applicants 
in requests for Social Security numbers 
(SSNs), or require the disclosure of 
SSNs or immigration status without first 
explaining the use or confidentiality of 
this information. 

Response: OCR appreciates hearing 
from commenters on this important 
issue. However, we decline to explicitly 
reference, in regulation, the Tri-Agency 
Guidance and the authorities therein 
articulated for two main reasons. First, 
it is beyond the scope of this final rule 
to address program authorities over 
which OCR does not have enforcement 
authority. 

Second, regulatory modifications to 
the proposed rule are unnecessary to 
allow OCR to address a covered entity’s 
policy or practice, such as requiring the 
disclosure of SSNs or certain citizenship 
or immigration status information, that 
raises compliance concerns under 
Section 1557’s prohibition of national 
origin discrimination. OCR addresses 

such issues under Title VI.131 We 
similarly have authority to address such 
issues under Section 1557 and this part 
when, for example, an individual’s 
complaint alleges that a covered entity 
has implemented a facially-neutral 
policy, such as requiring the disclosure 
of immigration status from applicants 
and non-applicants, that has a disparate 
impact on individuals of a particular 
national origin group. 

Thus, to the extent that the Tri- 
Agency Guidance identifies situations 
that may raise Title VI compliance 
concerns and offers best practices for 
resolving those concerns, this 
information is equally applicable to 
health programs and activities covered 
under Section 1557 as it is to the health 
and human service programs addressed 
in the Tri-Agency Guidance. The 
Department continues to adhere to the 
principles set forth in the Tri-Agency 
Guidance in the implementation of the 
Department’s programs 132 and through 
OCR’s enforcement of Title VI. OCR 
intends to apply these principles in our 
enforcement of Section 1557 and this 
part and will continue to accept 
complaints alleging that covered 
entities’ actions deter eligible 
individuals from applying for benefits 
offered by health programs and 
activities on the basis of their national 
origin. Section 1557 and this part, 
however, do not alter programmatic 
laws and regulations that restrict 
eligibility for particular health programs 
to persons of certain immigration or 
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133 See, e.g., 45 CFR 155.305(f)(6) (in some cases, 
a MarketplaceSM must require the SSN of an 
individual who is not requesting coverage for 
himself or herself, but whose SSN could be used to 
verify eligibility information for a household 
member who is requesting MarketplaceSM coverage 
and financial assistance, such as a child). 

134 See U.S. Dep’t of Health & Human Servs., 
Office for Civil Rights; Section 504 of the 
Rehabilitation Act of 1973; Notice of Exercise of 
Authority Under 45 CFR 84.52(d)(2) Regarding 
Recipients With Fewer Than Fifteen Employees, 65 
FR 79368 (Dec. 19, 2000). 

135 See, e.g., Columbia v. Gregory, Civ. No. 08–cv– 
98, 2008 WL 4192437, *4 (D.N.H. Sep. 9, 2008). 

136 See 42 U.S.C. 12182(b)(2)(A)(iii). 
137 See 28 CFR 35.130(b)(7) (requiring public 

entities to administer services to individuals with 
disabilities in the most integrated setting 
appropriate to their needs); 45 CFR 84.4(b)(2); 
Olmstead v. L.C., 527 U.S. 581 (1999). 

138 U.S. Dep’t of Health & Human Servs., Centers 
for Medicare & Medicaid Services, Guidance to 
States Using 1115 Demonstrations or 1915(b) 
Waivers for Managed Long Term Services and 
Supports Programs 3 (May 20, 2013), https://
www.medicaid.gov/medicaid-chip-program- 
information/by-topics/delivery-systems/downloads/
1115-and-1915b-mltss-guidance.pdf. 

139 527 U.S. 581 (1999). 
140 U.S. Dep’t of Justice, Statement of the 

Department of Justice on Enforcement of the 
Integration Mandate of Title II of the Americans 
with Disabilities Act and Olmstead v. L.C., (June 21, 
2011), http://www.ada.gov/olmstead/q&a_
olmstead.htm. 

citizenship statuses, and thus allow 
covered entities to make requests for 
that information when required by such 
authorities.133 

Comment: A few commenters 
recommended that HHS clarify its 
longstanding position that the 
regulations implementing Section 504 
require health care entities with fewer 
than 15 employees to provide auxiliary 
aids and services to persons with 
impaired sensory, manual, or speaking 
skills, where necessary to afford such 
persons an equal opportunity to benefit 
from the service in question. These 
commenters pointed out that while 45 
CFR 84.52(d)(1) requires the provision 
of auxiliary aids only by covered 
entities with 15 or more employees, 45 
CFR 84.52(d)(2) provides that the 
Director may require recipients with 
fewer than 15 employees to provide 
auxiliary aids where the provision of 
aids would not significantly impair the 
ability of the recipient to provide its 
benefits or services. The commenters 
recognized that in 2000, HHS issued a 
notice in the Federal Register 
announcing that the Director had 
decided to require recipients with fewer 
than 15 employees to provide 
appropriate auxiliary aids pursuant to 
42 CFR 84.52(d)(2).134 However, the 
commenters also asserted that some 
judicial decisions have questioned 
whether the Director’s notice constitutes 
a binding legislative rule or merely a 
policy statement by HHS.135 
Accordingly, these commenters were 
concerned that the proposed rule’s 
incorporation of 45 CFR 84.52(d) might 
not be clear enough to also incorporate 
the Director’s notice that health care 
entities with fewer than 15 employees 
must provide auxiliary aids and services 
on the same basis as health care entities 
with 15 or more employees. 

Response: To ensure clarity as to our 
intent, we have revised the language in 
§ 92.101(b)(2)(i) to delete the reference 
to 45 CFR 84.52(d) and have added new 
language to that section requiring 
covered entities—regardless of the 
number of people they employ—to 
provide appropriate auxiliary aids and 

services to persons with impaired 
sensory, manual, or speaking skills 
where necessary to afford such persons 
an equal opportunity to benefit from the 
service in question. 

As explained in the Director’s original 
notice adopting this policy, OCR 
believes that Section 504’s auxiliary 
aids and services requirement should be 
applied to covered entities with fewer 
than 15 employees in the interest of 
uniformity and consistent 
administration of law. Under Title III of 
the ADA, privately operated public 
accommodations are obligated to 
provide appropriate auxiliary aids and 
services, regardless of their size, where 
necessary to ensure effective 
communication with individuals with 
disabilities, unless they can demonstrate 
that taking such steps would 
fundamentally alter the nature of their 
program, services or activities, or would 
result in undue financial and 
administrative burdens.136 OCR’s 
decision to require all entities, 
regardless of size, to provide auxiliary 
aids and services under Section 1557 
and this part thus furthers consistency 
among disability discrimination laws; 
importantly, it also furthers the ACA’s 
goal of improving access to health 
coverage and health care because 
requiring all entities to provide 
auxiliary aids and services will result in 
enhanced services for people with 
disabilities. Moreover, because this 
requirement has been OCR’s policy for 
more than a decade, covered entities are 
familiar with the obligations it imposes. 

Comment: A few commenters asked 
that OCR add language to the rule 
declaring that medical treatment for 
individuals with disabilities must be as 
effective as treatment for individuals 
without disabilities. 

Response: At § 92.101(b)(2)(i), the 
final rule incorporates 45 CFR 
84.4(b)(1)(iii) of the Section 504 
implementing regulation, which states 
that recipients may not provide 
qualified individuals with disabilities 
‘‘with an aid, benefit, or service that is 
not as effective as that provided to 
others. . . .’’ Such benefits include 
medical treatment, though recipients 
cannot, and are not required under the 
rule to, ensure equally effective 
outcomes. 

Comment: A number of commenters 
urged that OCR make clear that, 
consistent with the requirements of 
Title II of the ADA and Section 504,137 

disability-based discrimination under 
Section 1557 encompasses the needless 
segregation of individuals with 
disabilities. They pointed, in particular, 
to the need to make clear that covered 
entities must make coverage and 
reimbursement decisions that support 
serving individuals with disabilities in 
integrated settings unless doing so 
would fundamentally alter the entities’ 
service systems, citing to the HHS 
Guidance on Medicaid Managed 
Care.138 

Response: We agree that since Section 
1557 explicitly incorporates Section 
504’s prohibitions against disability- 
based discrimination, it therefore 
encompasses a ban on the unnecessary 
segregation of individuals with 
disabilities. As such, and as required by 
Title II of the ADA and Section 504 and 
interpreted in Olmstead v. L.C.139 and 
its progeny, public entities (State and 
local governments) must administer 
services to individuals with disabilities 
in the most integrated setting 
appropriate to their needs unless doing 
so is a fundamental alteration of the 
public entity’s service delivery system. 
The ‘‘most integrated setting’’ mandate 
applies to the full spectrum of the 
public entity’s service delivery system, 
including coverage and reimbursement 
decisions, when the entity ‘‘(1) directly 
or indirectly operates facilities and or/ 
programs that segregate individuals 
with disabilities; (2) finances the 
segregation of individuals with 
disabilities in private facilities; and/or 
(3) through its planning, service system 
design, funding choices, or service 
implementation practices, promotes or 
relies upon the segregation of 
individuals with disabilities in private 
facilities or programs.’’ 140 OCR will 
continue its ongoing Olmstead 
enforcement efforts under Section 504 
and Title II of the ADA, as well as 
Section 1557 and this part, where 
appropriate. 

Comment: Several commenters 
recommended that OCR specify that 
age-related distinctions are prohibited, 
apart from exclusions in the Age Act for 
(1) age distinctions contained in a 
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141 See § 92.101(c). 
142 See § 92.101(c) (incorporating 45 CFR 91.17). 
143 We note that age limits may violate CMS 

regulations under the ACA and covered entities are 
responsible for ensuring compliance with all 
applicable CMS regulations and other Federal laws. 

144 See 42 U.S.C. 6103(b). 
145 42 U.S.C. 300gg(a)(1)(A)(iii). See also 45 CFR 

147.102. 

Federal, State or local statute or 
ordinance that provide benefits based 
on age, establish criteria for 
participation in age-related terms, or 
describe intended beneficiaries to target 
groups in age-related terms, and (2) 
actions that reasonably take into 
account age as a factor necessary to the 
normal operation or the achievement of 
any statutory objective of such program 
or activity. Under these comments, for 
example, a decision to limit coverage of 
a service to individuals in a particular 
age range, even though that service is 
also effective for individuals of other 
ages, would violate Section 1557 if the 
age limitation is not based on a statute 
or ordinance and is not necessary for the 
normal operation or achievement of the 
goals of the service. 

Response: OCR declines to adopt the 
standard recommended by the 
commenters. As noted elsewhere, the 
rule permits actions based on age to 
overcome the effects of conditions that 
resulted in limited participation in the 
covered entity’s health program or 
activity based on age.141 We also note 
that other provisions of the rule 
incorporate provisions in the regulation 
implementing the Age Act that permit 
age distinctions in HHS regulations and 
a recipient’s provision of special 
benefits to the elderly or children.142 

Comment: A few commenters asked 
that OCR clarify that State mandates 
that have age limits are exempt and that 
States are allowed to create new State 
mandates that have age distinctions if 
that is clinically appropriate. 

Response: As reflected in the 
provision of the final rule at § 92.2(b)(1), 
age distinctions contained in Federal, 
State, or local statutes or ordinances 
adopted by an elected, general purpose 
legislative body are not covered by the 
final rule. States may adopt new laws 
that contain age distinctions; those 
distinctions would not violate the final 
rule.143 

Comment: One commenter asked us 
to clarify the application of Section 
1557 with respect to age rating in health 
insurance plans and related employer 
contributions. 

Response: As we noted above, OCR is 
incorporating in the final rule the 
exclusions found in the Age Act, such 
that the provisions of the proposed rule 
would not apply to any age distinction 
contained in that part of a Federal, 
State, or local statute or ordinance 
adopted by an elected, general purpose 

legislative body which provides any 
benefits or assistance to persons based 
on age, establishes criteria for 
participation in age-related terms, or 
describes intended beneficiaries to 
target groups in age-related terms.144 For 
instance, age rating in premium rates 
within a 3:1 ratio in MarketplaceSM 
plans would not violate Section 1557 
because it is permitted under the 
ACA.145 Further, this rule would not 
prohibit a covered entity from 
establishing and applying, or offering a 
plan on a MarketplaceSM that 
establishes or applies, in a 
nondiscriminatory manner, neutral 
rules related to employer contribution 
amounts, such as contributing a fixed 
percentage or dollar amount of each 
employee’s premium or placing a cap on 
the total amount of employer 
contributions, even though the dollar 
amount of the contribution or the 
employee’s share of the premium may 
be smaller or greater for some 
employees than for others based on the 
permissible age rating of the employee’s 
premium. 

Comment: One commenter 
recommended that OCR clarify that in 
order to operate in a nondiscriminatory 
manner, issuers must ensure that their 
plans do not impose arbitrary age, visit, 
or coverage limits. This commenter 
pointed out that children often need 
more frequent preventive and 
supportive services than adults, 
including immunizations, 
developmental assessments and 
screenings, and nutritional counseling, 
to enable them to maintain or improve 
their health into adulthood. 
Furthermore, children with special 
health needs may need additional 
services, such as speech or physical 
therapy, on a more frequent basis than 
adults to enable them to develop 
specific skills or meet their 
developmental potential. Similarly, 
children will also require replacement 
of durable medical equipment or 
devices on a much more frequent 
schedule than is provided in an adult 
benefit package. 

Response: OCR agrees that arbitrary 
age, visit, or coverage limitations could 
constitute discrimination, including 
discrimination based on age, in certain 
cases, for example where consideration 
of age is not necessary to the normal 
operation of a health program. In 
addition, as noted above, where 
differential treatment is justified by 
scientific or medical evidence, such 
treatment will not be considered 

discriminatory. The general prohibition 
of discrimination in the rule applies to 
these issues. 

Comment: Commenters noted that 
due to the educational context for which 
they were created, Title IX regulations 
do not reach the full breadth of 
discriminatory actions on the basis of 
sex that are prohibited by Section 1557; 
these commenters recommended that 
the final regulation incorporate 
prohibitions from Title VI, Section 504, 
and the Age Act to more fully address 
discrimination on the basis of sex in 
health programs and activities. In 
addition, commenters stated that the 
final rule should make clear that in the 
absence of a finding of discrimination, 
a covered entity may take affirmative 
action to overcome the effects of 
conditions which resulted in limited 
participation by persons on the basis of 
sex. 

Response: OCR appreciates the 
concern raised by the commenters that, 
due to the fact that Title IX applies only 
to educational programs, the full range 
of specific discriminatory actions 
prohibited under other laws is not 
explicitly included in Title IX’s 
regulations. OCR has revised the final 
regulation to incorporate additional 
language in § 92.101(b)(3) to help clarify 
the full breadth of discriminatory 
actions that can constitute sex 
discrimination under Section 1557. 
Additionally, both the proposed and the 
final rule make clear in § 92.6 (Remedial 
Action and Voluntary Action) that 
covered entities are permitted, but not 
required, to take voluntary action in the 
absence of a finding of discrimination to 
overcome the effects of conditions that 
result or resulted in limited 
participation by persons based on any 
prohibited ground covered under the 
regulation. 

Comment: Several commenters noted 
that although sex-specific programs may 
be clinically necessary in some 
instances, for example, in clinical trials 
that aim to determine whether sex 
differences exist in the manifestation or 
recommended treatment of certain 
diseases, the Department should clarify 
that sex-specific programs—i.e., those in 
which participation is limited to 
members of one sex only—are 
permissible only when they are 
narrowly tailored and necessary to 
accomplish an essential health purpose. 

Response: OCR agrees with 
commenters that sex-specific programs 
(programs limited exclusively to one 
sex) should be permitted only under 
limited circumstances. OCR believes 
that the constitutional standard 
established by the Supreme Court in 
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146 518 U.S. 515 (1996). 
147 Id. at 531–32. 
148 Id. at 532–33 (internal citations omitted). 
149 Id. at 533–34. 
150 Id. at 533. 

151 See Lusardi v. McHugh, U.S. Equal 
Employment Opportunity Comm’n Appeal No. 
0120133395, Agency No. ARREDSTON11SEP05574, 
2015 WL 1607756 (April 1, 2015) (finding Agency’s 
denial of Complainant’s access to the common 
women’s restroom on account of her gender identity 
violated Title VII), http://www.eeoc.gov/decisions/
0120133395.txt. 

152 See, e.g., Crosby, 763 F. Supp. 666; cf Cruzan, 
294 F.3d 981. 

United States v. Virginia 146 provides 
the most appropriate level of protection 
and thus has chosen to adapt this 
standard for application in evaluating 
the lawfulness of sex-specific health 
programs or activities under Section 
1557 and this part. In Virginia, the Court 
stated that a governmental entity 
attempting to justify a sex-specific 
program must demonstrate an 
‘‘exceedingly persuasive justification’’ 
for a sex-based classification in 
accordance with the U.S. Constitution’s 
Equal Protection Clause.147 As the Court 
explained, this means that the 
governmental entity must show ‘‘at least 
that the [challenged] classification 
serves important governmental 
objectives and that the discriminatory 
means employed are substantially 
related to the achievement of those 
objectives.’’ 148 In Virginia, which 
challenged Virginia Military Institute’s 
male-only admissions policy, the Court 
found that the governmental entity had 
fallen ‘‘far short of establishing the 
exceedingly persuasive justification’’ 
necessary to sustain a sex-based 
classification.149 The Court made clear 
that proffered justifications cannot rely 
on overbroad generalizations and cannot 
be hypothesized or invented post hoc in 
response to litigation.150 

Under this demanding standard, as 
adapted in this rule, a sex-specific 
health program or activity classification 
is unlawful unless the covered entity 
can show an exceedingly persuasive 
justification for it, that is, that the sex- 
based classification is substantially 
related to the achievement of an 
important health-related or scientific 
objective. In evaluating a complaint of 
discrimination challenging a covered 
entity’s sex-specific health program or 
activity, OCR may consider a variety of 
factors relevant to the particular 
program or activity. In all cases, 
however, OCR will expect a covered 
entity to supply objective evidence, and 
empirical data if available, to justify the 
need to restrict participation in the 
program to only one sex. In no case will 
OCR accept a justification that relies on 
overly broad generalizations about the 
sexes. 

Under this standard, OCR anticipates 
that most health researchers will be able 
to justify sex-specific clinical trials, 
such as those that test treatments for 
sex-specific conditions or that evaluate 
differences in responses to treatment 
regimens among the sexes, based upon 

the scientific purposes of the study. 
Where there is no clinical or scientific 
rationale for making a program sex- 
specific, by contrast, a covered entity 
that offers such a program would need 
to demonstrate, through such means as 
research literature, empirical data, 
accepted professional standards, and/or 
facts specific to participants in the 
program, that maintaining the sex 
segregation of the program is necessary 
for the program to achieve its purpose. 
Overly broad generalizations would not 
be sufficient. 

No commenters asked OCR to adopt 
the sex-specific standards authorized in 
Title IX or the Department of 
Education’s Title IX regulations. OCR 
has chosen to apply an adapted 
constitutional standard under Section 
1557 rather than the standard 
authorized in Title IX and the 
Department of Education’s Title IX 
regulations because, as noted in the 
proposed rule, and by several 
commenters, the single-sex educational 
exceptions found in Title IX and the 
Department of Education’s Title IX 
regulations—such as exceptions for 
some single-sex education programs 
(e.g., contact sports in physical 
education classes; classes on human 
sexuality; and choruses) when certain 
requirements are met—do not readily 
apply in a context grounded in health 
care. 

In addition, we note that OCR’s 
adaptation of the constitutional 
standard as the standard to be applied 
to sex-specific health programs or 
activities under Section 1557 is 
consistent with the constitutional 
standard that already applies to sex- 
specific public health programs and 
activities, which are covered entities 
under this rule if they receive Federal 
financial assistance. OCR has adapted 
the standard to use the term ‘‘important 
health-related or scientific objective,’’ in 
recognition of the fact that the rule’s 
provision on sex-specific programs or 
activities applies to both private and 
public covered entities in the context of 
health programs and activities. The 
same Section 1557 nondiscrimination 
standards, including this adapted 
standard, apply to health programs or 
activities subject to this rule whether 
public or private covered entities 
operate them. 

Finally, as we initially noted in the 
proposed rule, we do not intend to 
prohibit separate toilet, locker room, 
and shower facilities where comparable 
facilities are provided to individuals, 
regardless of sex. OCR recognizes that 
under some existing Federal, State and 
local laws, rules or regulations, certain 
types of sex-specific facilities such as 

restrooms may be permitted. The 
approach taken by OCR is consistent 
with the long standing approach taken 
to these types of facilities. 

However as previously stated in the 
discussion of the definition of ‘‘on the 
basis of sex’’ in § 92.4, even where it is 
permissible to make sex-based 
distinctions, individuals may not be 
excluded from health programs and 
activities for which they are otherwise 
eligible based on their gender 
identity.151 Courts have rejected claims 
that any legal right to privacy is violated 
and that one person suffers any 
cognizable harm simply by permitting 
another person access to a sex-specific 
program or facility which corresponds 
to their gender identity.152 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions as proposed in § 92.101 
with the following modifications: 

We have re-designated § 92.101(b)(1) 
as § 92.101(b)(1)(i), and added a new 
section § 92.101(b)(1)(ii), which 
prohibits aiding or perpetuating 
discrimination against an individual by 
providing significant assistance to an 
entity or person that discriminates on 
the basis of race, color, or national 
origin against beneficiaries of the 
covered entity’s health program or 
activity. Similarly, we have re- 
designated § 92.101(b)(4) as 
§ 92.101(b)(4)(i), and added a new 
section § 92.101(b)(4)(ii), which 
prohibits aiding or perpetuating 
discrimination against an individual by 
providing significant assistance to an 
entity or person that discriminates on 
the basis of age against health program 
or activity beneficiaries. These 
provisions complement similar 
provisions incorporated in the final rule 
with respect to disability and sex 
discrimination and are included to 
ensure that we are providing the same 
protections from race, color, national 
origin, and age discrimination as are 
provided with respect to sex and 
disability discrimination. 

In addition, we have changed the 
language in § 92.101(b)(2)(i) to exclude 
reference to 45 CFR 84.52(d). We are re- 
designating the existing regulation text 
at § 92.202 as § 92.202(a), and adding a 
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153 See, e.g., 80 FR at 54182. 
154 See, e.g., Lau v. Nichols, 414 U.S. 563, 566 

(1974) (interpreting Title VI and its implementing 
regulations to require a school district with students 
with limited English proficiency of Chinese origin 
to take affirmative steps to provide the students 
with a meaningful opportunity to participate in 
Federally funded educational programs); HHS LEP 
Guidance, supra note 49, 68 FR at 47313 (‘‘[T]he 
failure of a recipient of [F]ederal financial 
assistance from HHS to take reasonable steps to 
provide LEP persons with [a] meaningful 
opportunity to participate in HHS funded programs 
may constitute a violation of Title VI and HHS’s 
implementing regulations’’); U.S. Dep’t of Health & 

Human Servs., Office for Civil Rights, Policy 
Guidance, Title VI Prohibition against National 
Origin Discrimination As It Affects Persons with 
Limited English Proficiency, 65 FR 52762, 52765 
(August 30, 2000) (‘‘The most important step in 
meeting this [meaningful access] obligation is for 
recipients of Federal financial assistance such as a 
grants, contracts, and subcontracts to provide the 
language assistance necessary to ensure such 
access, at no cost to the LEP person.’’). See also 
Exec. Order No. 13166, Improving Access to 
Services for Persons with Limited English 
Proficiency, 65 FR 50121 (Aug. 11, 2000) (requiring 
each Federal Department to improve access to 
Federally assisted programs and activities by 
persons with limited English proficiency and to 
implement a system by which individuals with 
limited English proficiency can meaningfully access 
the Departments’ Federally conducted programs 
and activities). 

155 80 FR at 54182 (citing Lau, 414 U.S. at 566) 
(reasoning that a federally funded educational 
program’s failure to take affirmative steps to rectify 
the language deficiency of limited English 
proficient students of Chinese ancestry denies them 
a meaningful opportunity to participate in the 
educational program on the basis of their national 
origin). 

156 65 FR at 52765. 
157 The Department’s LEP Guidance provides an 

in-depth explanation of Title VI’s prohibition 
against national origin discrimination as it affects 
limited English proficient populations and how 
recipients can determine what steps are reasonable 
to provide all individuals with limited English 
proficiency meaningful access. HHS LEP Guidance, 
supra note 49. 

158 Under Title VI, OCR investigates each 
complaint and conducts its compliance reviews on 

a case-by-case basis and tailors each case resolution 
to the particular facts of each case. For highlights 
of OCR’s Title VI enforcement specific to the 
prohibition of national origin discrimination as it 
affects individuals with limited English proficiency, 
see Enforcement Success Stories Involving 
Individuals with Limited English Proficiency, U.S. 
Dep’t of Health & Human Servs., Office for Civil 
Rights, http://www.hhs.gov/ocr/civilrights/
activities/examples/LEP/index.html (last visited 
May 4, 2016). 

159 80 FR 54172, 54183 (quoting HHS LEP 
Guidance, supra note 49, 68 FR at 47312). 

160 Id. (citing U.S. Dep’t of Health & Human 
Servs., Agency for Health Care Research & Quality, 
Chapter 6, Patient Centeredness, National 
Healthcare Quality Report (2013), http://
www.ahrq.gov/research/findings/nhqrdr/nhqr13/
chap6.html). Person-centered and family centered 
care is one of the six priorities of the National 
Quality Strategy. Dep’t. of Health & Human Servs., 
Agency for Health Care Research & Quality, 2014 
National Healthcare Quality and Disparities Report, 
Person- and Family-Centered Care Chartbook, 
AHRQ Pub. No. 15–0007–14, at 3 (May 2015), 
http://www.ahrq.gov/sites/default/files/wysiwyg/
research/findings/nhqrdr/2014chartbooks/
personcentered/personcenteredcare-chartbook.pdf. 

161 Id. at 54183 n.53 (stating that the Department’s 
LEP Guidance takes a similar approach by 
identifying the factors that OCR will consider, in 
determining the extent of a recipient’s obligations 
to individuals with limited English proficiency). 
See HHS LEP Guidance, supra note 49, 68 FR at 
47314–16. 

new subsection, § 92.202(b) that 
requires covered entities—regardless of 
the number of people they employ—to 
provide appropriate auxiliary aids and 
services to persons with impaired 
sensory, manual, or speaking skills, 
where necessary to afford such persons 
an equal opportunity to benefit from the 
service in question. 

We have re-designated the existing 
regulation text at § 92.101(b)(3) as 
§ 92.101(b)(3)(i). We have added new 
subsections, § 92.101(b)(3)(ii) and 
§ 92.101(b)(3)(iii) to clarify the full 
breadth of discriminatory actions 
prohibited by Section 1557 on the basis 
of sex. Last, we have added a new 
subsection, § 92.101(b)(3)(iv) to clarify 
when covered entities may provide a 
sex-specific health program or activity. 

Subpart C—Specific Applications to 
Health Programs and Activities 

Section 1557 is unique among Federal 
civil rights laws in that it specifically 
addresses discrimination in health 
programs and activities. To provide 
additional specificity regarding 
nondiscrimination requirements in this 
setting, Subpart C builds upon pre- 
existing civil rights regulations 
referenced in Subpart B. 

Meaningful Access for Individuals With 
Limited English Proficiency (§ 92.201) 

Overview of § 92.201 

In § 92.201, OCR proposed to 
effectuate Section 1557’s prohibition on 
national origin discrimination as it 
affects individuals with limited English 
proficiency in health programs and 
activities of covered entities. 

We explained that for individuals 
with limited English proficiency, lack of 
proficiency in English—and the use of 
non-English languages—is a direct 
outgrowth of, and is integrally tied to, 
their national origins.153 It is well- 
established under Title VI and its 
implementing regulation that a 
prohibition on national origin 
discrimination requires covered entities 
to take reasonable steps to provide 
meaningful access to individuals with 
limited English proficiency.154 The U.S. 

Supreme Court has held that the 
provision of language assistance 
services is essential to ensure the 
equality of opportunity promised by 
nondiscrimination laws.155 As we stated 
in the Department’s 2000 LEP Policy 
Guidance: 

The key to providing meaningful access for 
LEP persons is to ensure that the recipient/ 
covered entity and LEP person can 
communicate effectively. The steps taken by 
a covered entity must ensure that the LEP 
person is given adequate information, is able 
to understand the services and benefits 
available, and is able to receive those for 
which he or she is eligible. The covered 
entity must also ensure that the LEP person 
can effectively communicate the relevant 
circumstances of his or her situation to the 
service provider.156 

General Requirements § 92.201(a), (b) 
and (c) 

In § 92.201(a), we proposed to adopt 
the well-established principle that 
covered entities must take reasonable 
steps to provide meaningful access to 
health programs and activities for all 
individuals with limited English 
proficiency whom the covered entities 
serve or encounter.157 We provided that, 
consistent with our longstanding 
enforcement of Title VI, we intended the 
general obligation in paragraph (a) to be 
a context-specific standard that the 
Director considers in light of the 
particular facts.158 

We stated that the proposed standard 
balances two core principles critical in 
effectuating Section 1557’s prohibition 
of national origin discrimination. First, 
the Department must ‘‘ensure that 
[health programs and activities] aimed 
at the American public do not leave 
some behind simply because they face 
challenges communicating in 
English.’’ 159 We noted that provider- 
patient communication is essential to 
the concept of patient centeredness, 
which is a core component of quality 
health care and has been shown to 
improve patients’ health and health 
care.160 Second, we stated that the level, 
type and manner of language assistance 
services required under paragraph (a) 
should be assessed based on the 
relevant facts, which may include the 
operations and capacity of the covered 
entity. 

For these reasons, proposed paragraph 
(b) identified how the Director will 
evaluate whether a covered entity has 
met the requirement in paragraph (a).161 
In paragraph (b)(1), we proposed to 
require the Director to consider, and 
give substantial weight to, the nature 
and importance of the health program or 
activity, including the particular 
communication at issue. In paragraph 
(b)(2), we proposed to require the 
Director to take other relevant factors 
into account and identified some of 
those that might be relevant. 

In paragraphs (b)(2)(i) and (ii), OCR 
proposed to identify the length, 
complexity, and context of the 
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162 80 FR at 54183 (citing HHS LEP Guidance, 
supra note 49, 68 FR at 47318, 47323 (with respect 
to privacy), 47316–17, 47322 (with respect to 
timeliness), and 47318–19, 47320, 47322 (with 
respect to services free of charge)). 

163 Id. at 54183–84 (citing HHS LEP Guidance, 
supra note 49, 68 FR at 47317–18, 47323). 

164 See, e.g., HHS OCR VRA with Mee Memorial 
Hosp., supra note 82, at pt. II.J (defining qualified 
interpreter); HHS OCR VRA with Montgomery 
County DSS, supra note 82, at pts. II.E (defining 
qualifications of an ‘‘interpreter’’), IV.H (requiring 

timely, competent language assistance), & IV.L 
(identifying interpreter standards). 

165 80 FR at 54184 (citing HHS LEP Guidance, 
supra note 49, 68 FR at 47318, 47320 (suggesting 
that recipients consider whether to record the 
primary language of an individual with LEP or an 
individual’s choice to provide his or her own 
interpreter)). 

166 The proposed rule discusses these entities’ 
requirements at 80 FR at 54184–85. 

167 Id. at 54185. 
168 See id. 

communication as potentially relevant 
factors in a particular case. We noted 
that where a communication is 
particularly long or complex, a covered 
entity might be required to provide a 
means for an individual with limited 
English proficiency to be able to refer 
back to the information communicated 
by providing, for instance, a document 
written in the individual’s primary 
language or an audio file of the 
information conveyed orally. 

In paragraph (b)(2)(iii), we provided 
that the prevalence of the primary 
language in which the individual with 
limited English proficiency 
communicates, among those eligible to 
be served or likely to be encountered by 
the health program or activity, might 
also be relevant. 

In paragraphs (iv) and (v) of proposed 
§ 92.201(b)(2)—the final illustrative 
factors listed—we noted that the 
resources available to the covered entity 
and the costs of language assistance 
services might also be relevant in a 
particular case. 

In proposed paragraph (c), we 
clarified that language assistance 
services required under paragraph (a) 
must be provided free of charge, be 
accurate and timely, and protect the 
privacy and independence of the 
individual with limited English 
proficiency.162 

Specific Requirements for Interpreter 
Services and Restricted Use of Certain 
Persons to Interpret or Facilitate 
Communication § 92.201(d) and (e) 

In paragraphs (d) and (e), OCR 
proposed to codify standards described 
in the Department’s LEP Guidance 
regarding qualified interpreters for 
individuals with limited English 
proficiency and the use of family 
members or friends as interpreters or to 
facilitate communication.163 These 
proposed standards account for issues of 
competency, confidentiality, privacy, 
and conflict of interest that arise as a 
result of relying on informal (or ad hoc) 
interpreters. We noted that paragraphs 
(d) and (e) are consistent with oral 
interpretation standards that OCR has 
advanced through its resolution of Title 
VI cases and compliance reviews.164 

Specifically, in paragraph (d), OCR 
proposed to address standards 
applicable to oral interpretation. We 
provided that when a covered entity is 
required by paragraph (a) to provide oral 
interpretation as a reasonable step to 
provide meaningful access to an 
individual with limited English 
proficiency, the covered entity must 
offer that individual a qualified 
interpreter. 

In paragraph (e), we proposed 
restrictions on the use of certain persons 
to interpret or facilitate communication 
for an individual with limited English 
proficiency. We proposed that 
paragraph (e) apply in addition to, and 
regardless of, the appropriate level, type 
or manner of language assistance 
services a covered entity is required to 
provide. In paragraph (e)(1), we 
proposed to prohibit a covered entity 
from requiring an individual with 
limited English proficiency to provide 
his or her own interpreter. However, in 
paragraphs (e)(2)(i) and (ii), we 
proposed to identify narrow and finite 
situations in which a covered entity 
may rely on an adult accompanying an 
individual with limited English 
proficiency to interpret. In paragraph 
(e)(3), we proposed to prohibit a covered 
entity from relying on a minor child to 
interpret or facilitate communication 
and identified an exception to this 
prohibition that is narrower in scope 
than the exception identified in (e)(2)(i) 
and (ii). 

We explained that in lieu of the 
approach we proposed in paragraphs (d) 
and (e), we considered proposing that 
all covered entities have the capacity to 
provide, in their health programs or 
activities, qualified interpreters for 
individuals with limited English 
proficiency through telephonic oral 
interpretation services available in at 
least 150 non-English languages. OCR 
invited comment on what oral 
interpretation services, if any, we 
should require and how such 
approaches appropriately balance the 
provision of meaningful access to 
individuals with limited English 
proficiency and covered entities’ 
flexibility to identify the means of 
providing such access. 

Acceptance of Language Assistance 
Services Not Required § 92.201(f) 

In paragraph (f), we proposed that no 
individual with limited English 
proficiency should be required to accept 
language assistance services, consistent 
with an individual’s right to self- 
determination. We provided that a 

covered entity cannot coerce an 
individual to decline language 
assistance services. We also provided 
that if an individual with limited 
English proficiency voluntarily declines 
an offer of language assistance services 
from the covered entity, a covered entity 
could denote, in the individual’s file or 
records, the language assistance services 
offered and the declination.165 

Alternative Approaches 

In the proposed rule, we described 
alternate approaches we considered and 
requested comment on these approaches 
and any others to effectuate Section 
1557’s prohibition of national origin 
discrimination as it affects individuals 
with limited English proficiency. For 
instance, we noted that independent of 
the proposed requirements of § 92.201, 
covered entities, including Health 
Insurance Marketplaces, State agencies 
administering Medicaid and Children’s 
Health Insurance Program (CHIP) 
programs, and qualified health plan 
issuers, must comply with any 
applicable language access requirements 
in other laws and regulations.166 We 
invited comment on whether the 
requirements under different authorities 
should be harmonized and if so, to what 
extent and how. 

We also stated that we considered a 
regulatory scheme requiring covered 
entities to provide meaningful access to 
each individual with limited English 
proficiency by providing effective 
language assistance services, at no cost, 
unless such action would result in an 
undue burden or a fundamental 
alteration of the health program or 
activity.167 

We further noted that we considered 
a regulatory scheme requiring covered 
entities to provide a range of language 
assistance services in the non-English 
languages spoken by State-wide 
populations with limited English 
proficiency that meet defined 
thresholds. Such thresholds would 
provide a minimum number of non- 
English languages in which covered 
entities would be required to deliver 
oral interpretation services; to translate 
written vital documents and Web site 
content; and to include taglines on vital 
documents and on Web sites.168 We 
requested comment on whether OCR 
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169 See id. 
170 See id. 

171 See HHS LEP Guidance, supra note 49, 68 FR 
at 47314, 47320, 47322. 

should require thresholds, and if so, 
what thresholds should be required, and 
to what geographic areas or service areas 
the thresholds should apply. We also 
sought comment on whether OCR 
should permit covered entities to 
implement their obligations with a 
phased-in approach. 

We also noted that we considered a 
regulatory scheme that would impose 
enhanced obligations on a subset of 
covered entities. We sought comment on 
what characteristics should define 
covered entities that could have 
enhanced obligations, such as whether 
the covered entity is of a certain type or 
size, has frequent contact with 
individuals with limited English 
proficiency, or operates particularly 
important health programs or activities, 
among other potential factors. We listed 
potential categories of covered entities 
that could have enhanced obligations, 
such as State agencies administering 
Medicaid or CHIP; Health Insurance 
Marketplaces; the Department in its 
operation of its health programs or 
activities; or covered entities that have 
a minimum number of beds, employees, 
or locations, such as hospitals, nursing 
homes or skilled nursing facilities, 
home health agencies, and retail 
pharmacies (including mail-order 
pharmacies).169 We described that 
under this alternate approach, instead of 
evaluating each case on its particular 
facts, the Director would evaluate a 
covered entity’s compliance based on 
whether the entity provided the range of 
language assistance services in the non- 
English languages specified.170 We 
invited comment on this proposal. 

We further requested comment on 
whether covered entities should be 
required to systematically prepare to 
provide language assistance services in 
their health programs or activities, such 
as through the establishment of policies 
and procedures or through other 
advance planning mechanisms. We 
stated that in OCR’s experience, covered 
entities are in a better position to meet 
their obligations to provide language 
assistance services in a timely manner 
to individuals with limited English 
proficiency when those entities identify, 
in advance, the types and levels of 
services that will be provided in each of 
the contexts in which the covered entity 
encounters individuals with limited 
English proficiency. 

OCR noted that an advance planning 
requirement could require each covered 
entity to identify all resources for 
providing language assistance services; 
annually assess the frequently- 

encountered or highly prevalent 
languages in the service area of the 
health program or activity; establish 
written procedures to which frontline 
staff could refer when encountering 
individuals with limited English 
proficiency; and monitor and oversee 
the quality of language assistance 
services provided. We also noted that an 
advance planning requirement could 
require each covered entity to build its 
capacity to provide language assistance 
services to meet the needs of the 
national origin populations that the 
entity serves. We requested comment on 
the types of advance planning 
mechanisms, if any, that should be 
required and why. 

In the proposed rule, OCR advised 
that covered entities that are already 
developing or implementing language 
access plans, or otherwise assessing 
their language assistance needs, should 
continue such efforts. However, OCR 
stated that engaging in such planning is 
not a defense for failing to provide 
language assistance services to any 
particular individual at all, or in an 
untimely manner, if such services are 
reasonable steps to provide meaningful 
access. We advised that covered entities 
that are conducting advance planning 
should consider how they can ensure 
that language assistance services are 
available in their health programs and 
activities as they simultaneously 
improve their operational capacities to 
provide effective language assistance 
services into the future. 

The comments and our responses 
regarding § 92.201 are set forth below: 

Overall, commenters supported the 
proposed rule’s inclusion of specific 
provisions addressing meaningful 
access for individuals with limited 
English proficiency. We received 
numerous comments written in non- 
English languages submitted by 
individuals with limited English 
proficiency who expressed how 
essential it is to have language 
assistance services, at no cost, to 
understand forms, invoices, and 
medication instructions. Many 
comments from the health care provider 
and insurance industry, as well as from 
organizations representing individuals 
with limited English proficiency, agreed 
that it is essential that individuals, 
regardless of national origin, be able to 
access covered entities’ health programs 
and activities. We received many 
comments, however, regarding the 
scope and parameters of covered 
entities’ obligations under the final rule. 

Comment: Many commenters 
recommended revising the categories of 
individuals to whom a covered entity 
has an obligation to take reasonable 

steps to provide meaningful access. 
Specifically, commenters recommended 
that a covered entity’s obligation should 
apply to those ‘‘eligible to be served’’ or 
‘‘likely to be affected by’’ the covered 
entity’s health programs and activities. 
Commenters suggested that proposed 
§ 92.201(a), which stated that the 
obligation of a covered entity runs to 
those who the entity ‘‘serves or 
encounters in its health programs and 
activities,’’ unduly narrowed the scope 
of the covered entity’s obligation. 

Response: In response to commenters’ 
recommendations, we have replaced the 
phrase ‘‘that it serves or encounters’’ 
with ‘‘eligible to be served or likely to 
be encountered.’’ We agree with 
commenters that a covered entity must 
be prepared to take reasonable steps to 
provide meaningful access to 
individuals beyond those who actually 
walk into, or contact, that entity. Where 
a covered entity is likely to encounter, 
but is unprepared to assist, individuals 
of particular national origin groups in 
the languages in which they 
communicate, those individuals are 
unlikely to seek services from, or 
participate in, the entity’s health 
programs or activities, thereby 
perpetuating barriers to individuals’ 
access to care. 

We chose the phrase ‘‘eligible to be 
served or likely to be encountered’’ 
because it is one of the formulations in 
the HHS LEP Guidance of the 
population to which a covered entity 
has an obligation.171 In addition, 
commenters’ proposal that a covered 
entity’s obligation applies to individuals 
‘‘likely to be affected by’’ the covered 
entity’s health programs and activities 
gave covered entities less concrete 
guidance about their obligations relative 
to the phrase ‘‘likely to be 
encountered.’’ 

Comment: Numerous commenters 
recommended that OCR revise the 
general obligation in § 92.201(a) to 
require that covered entities ‘‘provide 
meaningful access’’ to each individual 
with limited English proficiency rather 
than ‘‘take reasonable steps to provide 
meaningful access.’’ Commenters 
explained that because ‘‘meaningful 
access’’ is already a subjective standard, 
requiring ‘‘reasonable steps to provide 
meaningful access’’ substantially dilutes 
covered entities’ obligations to provide 
language assistance services. 

These commenters suggested that 
language assistance should be provided 
in every situation and that oral 
interpretation, in particular, should be 
provided ‘‘on demand.’’ Commenters 
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172 See Lau v. Nichols, supra note 154 
(interpreting Title VI to require the covered entity 
to take affirmative steps to provide students with 
limited English proficiency of Chinese origin with 
a meaningful opportunity to participate in 
Federally-funded educational programs); HHS LEP 
Guidance, supra note 49, 68 FR at 47313 (‘‘[T]he 
failure of a recipient of [F]ederal financial 
assistance from HHS to take reasonable steps to 
provide LEP persons with [a] meaningful 
opportunity to participate in HHS funded programs 
may constitute a violation of Title VI and HHS’s 
implementing regulations’’). 

173 80 FR at 54183 (citing to the 2000 HHS LEP 
Guidance, supra note 49, 65 FR at 52763). See 
generally Cindy Brach et al., Crossing the Language 
Chasm, Health Affairs, vol. 24, no.2 424, at 424–25 
(2005) (describing the impacts of language barriers 

in health care). In addition, the 2014 National 
Healthcare Quality and Disparities Report 
Chartbooks include metrics showing disparities 
between national origin groups, one of which 
expressly identifies trends of non-English speaking 
children who need health care for an illness, injury, 
or condition who sometimes or never got care as 
soon as wanted. See U.S. Dep’t of Health & Human 
Servs., Agency for Health Care Research & Quality, 
2014 National Healthcare Quality and Disparities 
Report, Chartbook on Health Care for Hispanics at 
47, 57 (May 2015), http://www.ahrq.gov/sites/
default/files/wysiwyg/research/findings/nhqrdr/
2014chartbooks/hispanichealth/2014nhqdr- 
hispanichealth.pdf; U.S. Dep’t of Health & Human 
Servs., Agency for Health Care Research & Quality, 
Person- and Family-Centered Care Chartbook, supra 
note 160, at 12. 

174 80 FR at 54183. 
175 Id. 

176 We note, however, that the Department’s 
National Stakeholder Strategy for Achieving Health 
Equity identifies financing and reimbursement for 
‘‘health interpreting services’’ as a strategy to 
achieve the goal of improving cultural and 
linguistic competency. See U.S. Dep’t of Health & 
Human Servs., Office of Minority Health, National 
Partnership for Action to End Health Disparities. 
National Stakeholder Strategy for Achieving Health 
Equity, Section 3, 131 (2011), http://
minorityhealth.hhs.gov/npa/files/Plans/NSS/NSS_
07_Section3.pdf. 

177 We note, for example, that the Washington 
State Medicaid Interpreter Services Program 
centralizes the provision of language assistance 
services to achieve economies of scale. See 
Washington State Health Care Auth., Interpreter 
Services Program, www.hca.wa.gov/medicaid/
interpreterservices (last visited May 4, 2016). 
Similarly, through OCR’s Effective Communication 
in Hospitals Initiative, the Kentucky Hospital 
Association built the capacity to offer its 
approximately 120 member hospitals access to a 
telephonic interpretation service contract that offers 
a volume-based discount rate. See Kentucky 
Hospital Association, Effective Communication in 
Hospitals, http://www.kyha.com/CM/Initiatives/
Safety_and_Quality_Resources/Effective_
Communication_in_Hospitals.aspx (last visited 
May 4, 2016). Although OCR cannot certify that 
these approaches uniformly enable entities to meet 
the requirements of Section 1557, they do represent 
examples of the types of collaborative action that 
covered entities may consider. 

178 Standards for Privacy of Individually 
Identifiable Health Information, 65 FR 82462, 82749 
(Dec. 28, 2000) (final rule) (codified at 45 CFR pts. 
160 and 164) (encouraging professional associations 
to assist their members in developing policies and 
procedures required under the Privacy Rule); 
Standards for Privacy of Individually Identifiable 
Health Information, 64 FR 59918, 59992 (Nov. 3, 
1999) (proposed rule) (encouraging professional 
associations to assist their members in developing 
policies and procedures required under the Privacy 
Rule). 

179 U.S. Dep’t. of Health & Human Servs., Center 
for Medicare & Medicaid Servs., Increased Federal 
Matching Funds for Translation and Interpretation 
Services under Medicaid and CHIP 1 (Jul. 1, 2010), 
http://www.medicaid.gov/Federal-Policy-Guidance/
downloads/SHO10007.pdf [hereinafter CMS 

Continued 

suggested that the final rule make this 
basic obligation clear because some 
covered entities turn away individuals 
with limited English proficiency, stating 
that the entity does not provide 
language assistance services. For 
instance, one commenter shared that it 
is common for individuals with limited 
English proficiency to use a hospital 
emergency department as a source of 
primary care because the individuals’ 
physicians do not offer qualified 
interpreters for individuals with limited 
English proficiency. Commenters also 
suggested that the Director’s weighing of 
the illustrative factors set out in 
§ 92.201(b) should focus exclusively on 
whether the covered entity provided the 
appropriate type, form, and manner of 
language assistance. 

Response: We decline to modify the 
general obligation in § 92.201(a) because 
it reflects familiar and longstanding 
requirements applicable under Title 
VI.172 In addition, the regulatory scheme 
provides in 92.201(b)(1) that in 
assessing this standard, the Director will 
consider, and give substantial weight to, 
the nature and importance of the health 
program or activity and the particular 
communication at issue, which places 
covered entities on notice about the way 
in which we will evaluate the Title VI 
standard within the context of health 
programs and activities. OCR interprets 
the requirement that covered entities 
take ‘‘reasonable steps to provide 
meaningful access’’ to demand that each 
entity, as an initial step, assess the need 
to provide language assistance services 
to each individual with limited English 
proficiency and respond to that need by 
providing the appropriate language 
assistance services on a timely basis. 

As we stated in the proposed rule, 
safe and quality health care requires an 
exchange of information between the 
health care provider and patient for the 
purposes of diagnoses, treatment 
options, the proper use of medications, 
obtaining informed consent, and 
insurance coverage of health-related 
services, among other purposes.173 This 

exchange of information is jeopardized 
when the provider and the patient speak 
different languages and may result in 
adverse health consequences and even 
death.174 Indeed, the provision of health 
care services, by its ‘‘very nature[,] 
requires the establishment of a close 
relationship with the client or patient 
that is based on sympathy, confidence 
and mutual trust,’’ 175 which cannot be 
established without effective 
communication. 

Comment: Some commenters 
expressed concern about the potential 
financial and administrative burden to 
provide language assistance services. 
Many of these commenters expressed 
support for the proposed rule’s 
inclusion of specific provisions 
addressing access for individuals with 
limited English proficiency but also 
urged that public and private health 
insurance issuers update medical codes 
and fee schedules to allow providers to 
receive reimbursement for the provision 
of language assistance services. 

Some commenters offered proposals 
for minimizing the costs to covered 
entities for providing language 
assistance services—oral interpretation 
services in particular. These 
recommendations included that OCR 
facilitate access to telephonic oral 
interpretation, at no cost to covered 
entities, and that OCR ensure that 
covered entities have adequate funding 
to provide qualified interpreters for 
individuals with limited English 
proficiency. 

Response: We appreciate hearing 
commenters’ concerns and having the 
benefit of commenters’ 
recommendations to lessen potential 
cost and administrative barriers that 
covered entities may face. It is beyond 
the scope of this rulemaking to adopt 
recommendations that OCR fund 
qualified interpreters or direct issuers to 
modify medical codes and fee schedules 
to reimburse health care providers for 

their provision of language assistance 
services.176 

OCR encourages covered entities to 
work together to leverage their ability to 
provide language assistance services in 
the most cost-effective and efficient 
ways to meet their respective 
obligations under § 92.201(a) before 
using costs as a reason to limit language 
assistance services.177 OCR also 
encourages professional associations 
and organizations to consider what role 
they can play in helping their members 
meet the requirements of § 92.201; we 
provided similar encouragement in the 
HIPAA Privacy Rule.178 

We further remind State agencies 
receiving Federal financial assistance 
for Medicaid and the Children’s Health 
Insurance Program that States may 
claim Federal matching funds for the 
costs of written translation and oral 
interpretation as administrative 
expenses or as medical assistance- 
related expenses.179 Further, increased 
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Increased Federal Matching Funds]; id., Recently 
Released Policy Guidance—CHIPRA and the ACA, 
Information Bulletin 1–2 (Jul. 9, 2010), http://
www.medicaid.gov/Federal-Policy-Guidance/
downloads/07-09-2010-CHIPRA-and-ACA.pdf 
[hereinafter CMS Information Bulletin 7/9/10]. 

180 CMS Increased Federal Matching Funds, supra 
note 179, at 1–2; CMS Information Bulletin 7/9/10, 
supra note 179, at 1–2; U.S. Dep’t. of Health & 
Human Servs., Center for Medicare & Medicaid 
Servs., Information Bulletin 2 (Apr. 26, 2011), 
http://www.medicaid.gov/Federal-Policy-Guidance/
downloads/Info-Bulletin-4-26-11.pdf. 

181 See 42 U.S.C. 18031(c)(1)(E), (g)(1)(E) 
(describing qualified health plan certification 
requirements in a quality improvement strategy). 

182 See 28 CCR 1300.67.04(c) (requiring each 
health care service plan to develop and implement 
a language assistance program that contains 
standards for enrollee assessment; providing 
language assistance services; staff training; and 
compliance monitoring). 

183 E.O. 13166, 65 FR 50121 (2000). In 2011, the 
U.S. Department of Justice renewed the Federal 
Government’s commitment to the Executive Order. 
Office of the Att’y General, U.S. Dep’t of Justice, 
Federal Government’s Renewed Commitment to 
Language Access Obligations Under Executive 

funding may be available when States 
claim the cost of written translation and 
oral interpretation as administrative 
expenses if such language assistance 
services are provided for the 
‘‘enrollment, retention, and use of 
services’’ for individuals with limited 
English proficiency eligible for CHIP 
and for Medicaid-eligible children and 
their families.180 In addition, we remind 
qualified health plan issuers that the 
ACA requires, as a condition of an 
issuer’s health plan receiving 
certification as a qualified health plan, 
that the issuer implement a quality 
improvement strategy for the qualified 
health plan that provides increased 
reimbursement or other incentives for 
the implementation of activities to 
reduce health and health care 
disparities, including through the use of 
language services.181 We encourage 
health insurance issuers to structure 
their health plan payment structures to 
consider health care providers’ expenses 
in providing language assistance 
services. 

We decline to accept the 
recommendation that OCR facilitate 
access to telephonic oral interpretation 
services for all covered entities. Such 
facilitation is beyond the scope of the 
Federal government’s role and is an 
impractical solution to address the 
needs of diverse Section 1557 covered 
entities. However, OCR does share best 
practices and useful resources, such as 
through the Federal government’s 
Interagency Working Group on Limited 
English Proficiency, at www.LEP.gov. 

Comment: We received numerous 
comments on whether the final rule 
should include an advance planning 
requirement for covered entities to be 
systematically prepared to provide 
language assistance services in their 
health programs and activities. The vast 
majority of these comments 
recommended that the final rule include 
such an advance planning 
requirement—specifically, the 
development and implementation of a 
language access plan that addresses the 
needs of the limited English proficient 
population in the service area of a 

covered entity’s health program or 
activity. Commenters reasoned that a 
regulatory requirement is the most 
effective method of holding covered 
entities accountable for engaging in 
meaningful advance planning. 

One commenter observed that many 
covered entities already evaluate the 
type of language assistance services they 
are obligated to provide, pursuant to the 
current HHS LEP Guidance, and thus 
that codifying this requirement would 
not impose a significant additional 
burden on covered entities. This 
commenter also asserted that an 
advance planning requirement is 
analogous to the approach of § 92.7, 
which requires certain covered entities 
to have a grievance procedure in place. 
Another commenter shared that in 
updating her employer’s language 
access plan, the availability of online 
tools and resources greatly reduced the 
commenter’s anticipated burden of what 
advance planning would require. 

We received many comments 
recommending that the final rule 
identify specific required components of 
a language access plan, including the 
types of language access services the 
covered entity will provide and in what 
languages, based on the languages 
spoken by eligible individuals with 
limited English proficiency in the 
covered entity’s service area. One 
commenter underscored that to increase 
efficiency and maximize cost savings, a 
language access plan should identify 
multiple types of language assistance 
services that a covered entity can use for 
different situations or even within one 
encounter. This commenter asserted 
that relying on just one kind of language 
assistance service may not be 
appropriate for all communications. 

Another commenter recommended 
that the final rule mirror California’s 
regulations on advance planning 
mechanisms for the provision of 
language assistance services.182 This 
commenter stated that, consistent with 
California’s regulations, OCR should 
require that language access plans 
identify all points of contact with 
individuals with limited English 
proficiency; provide a procedure for 
recording individuals’ primary 
language; identify vital documents; 
provide a procedure for the translation 
of vital documents; provide a procedure 
to request translation of specific other 
documents; require training on language 
access services for all staff likely to have 

contact with individuals with limited 
English proficiency; require the 
assessment of the qualifications of 
bilingual/multilingual staff; and adopt 
written policies and procedures 
regarding the provision of language 
assistance services, including a 
procedure for contracting with language 
service vendors. Other commenters 
agreed that prior to using individuals to 
provide interpretation or translation 
services, covered entities should be 
required to evaluate or verify the 
individuals’ knowledge, skills and 
abilities to confirm that they meet the 
definition of a qualified interpreter or a 
qualified translator for an individual 
with limited English proficiency. 

We received a small number of 
comments opposing a requirement for 
advance planning. One commenter 
acknowledged that a language access 
plan is important in ensuring that 
covered entities are systematically 
prepared to provide language assistance 
services but recommended that OCR 
should merely encourage, not require, 
advance planning activities. The 
commenter observed that developing a 
language access plan may be too 
burdensome for small covered entities. 

Response: Based on the comments 
received, we have added a factor—the 
only illustrative factor in 
§ 92.201(b)(2)—that requires the 
Director to consider, if relevant, whether 
the entity has developed and 
implemented an effective written 
language access plan, appropriate to its 
particular circumstances. The language 
‘‘appropriate to its particular 
circumstances’’ conveys our recognition 
that the nature and extent of the 
voluntary planning in which a covered 
entity may choose to engage will vary 
depending on the entity’s particular 
health programs and activities, its size, 
its geographic location, and other 
factors. A language access plan need not 
be long, complex, or burdensome. 

We note that a written language 
access plan has long been recognized as 
an essential tool to ensure adequate and 
timely provision of language assistance 
services, including compliance with the 
general obligation in § 92.201(a) and the 
quality standards in § 92.201(d)–(f). For 
instance, for over 15 years, Executive 
Order 13166 has required each Federal 
agency to create and implement a 
language access plan responsive to the 
needs of the limited English proficient 
population it serves.183 Moreover, the 
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Order 13166 (Feb. 17, 2011) https://
www.justice.gov/crt/about/cor/AG_021711_EO_
13166_Memo_to_Agencies_with_Supplement.pdf. 

184 For example, as part of the certification 
process to ensure that recipients of Medicare Part 
A are in compliance with Title VI, OCR requires 
Medicare Part A providers to document their 
written procedures on communicating effectively 
with individuals with limited English proficiency. 
U.S. Dep’t of Health and Human Servs., Office for 
Civil Rights, Civil Rights Information Request for 
Medicare Certification, Form OMB No. 0945–0006, 
pt. II.7, http://www.hhs.gov/sites/default/files/ocr/
civilrights/clearance/ocr_mctap.pdf (identifying 
written policies and procedures with respect to 
serving individuals with limited English 
proficiency as required in a provider’s application 
for Medicare certification). 

185 See, e.g., HHS OCR VRA with Mee Memorial 
Hosp., supra note 82, at pt. IV.B (requiring the 
development and implementation of a language 
access policy), pt. IV.C.1 (determining the language 
needs of the affected population), pt. IV.C.2 
(determining the language needs of each individual 
with limited English proficiency); HHS OCR VRA 
with Montgomery County DSS, supra note 82, at pt. 
IV.B (requiring the development and 
implementation of a language access policy), pt. 
IV.C.1 (determining the language needs of the 
affected population), pt. IV.C.2 (determining the 
language needs of each individual with limited 
English proficiency). 

186 See HHS LEP Guidance, supra note 49, 68 FR 
at 47319–21 (encouraging recipients to develop a 
language access plan [called an ‘‘LEP Plan’’ in the 
Guidance]). HHS’s updated language access plan 
may be a useful model for covered entities. See U.S. 
Dep’t of Health & Human Servs., Language Access 
Plan (2013), http://www.hhs.gov/sites/default/files/
open/pres-actions/2013-hhs-language-access- 
plan.pdf. 

187 See U.S. Dep’t of Justice, Civil Rights Div., 
Language Access Assessment and Planning Tool for 
Federally Conducted and Federally Assisted 
Programs (May 2011), http://www.lep.gov/
resources/2011_Language_Access_Assessment_
and_Planning_Tool.pdf. See also the Federal 
government’s Interagency Working Group on 
Limited English Proficiency, at www.LEP.gov. 

development and implementation of a 
written language access plan is 
consistent with OCR’s longstanding 
enforcement processes184 and resolution 
agreements regarding Title VI.185 
Although we are not requiring language 
access plans, we encourage entities to 
consider whether and how they can 
engage in advance planning to facilitate 
their ability to meet their obligations 
under § 92.201 to serve individuals with 
limited English proficiency on a timely 
basis. 

We decline to outline the minimum 
expectations for a language access plan, 
if a covered entity chooses to develop 
and implement one, because that 
approach would be too prescriptive. 
Nonetheless, in our experience, effective 
language access plans often, among 
other components, address how the 
entity will determine an individual’s 
primary language, particularly if the 
language is an unfamiliar one; identify 
a telephonic oral interpretation service 
to be able to access qualified 
interpreters when the need arises; 
identify a translation service to be able 
to access qualified translators when the 
need arises; identify the types of 
language assistance services that may be 
required under particular 
circumstances; and identify any 
documents for which written 
translations should be routinely 
available. OCR remains available to 
covered entities as a resource for 
technical assistance in the development 
and implementation of language access 
plans in their health programs and 
activities. HHS offers helpful guidance 

on this subject,186 as does the U.S. 
Department of Justice.187 We encourage 
covered entities to refer to these 
materials to assist their advance 
planning activities. 

Comment: Many commenters 
recommended modifications to, and 
additional clarification regarding, the 
list of factors that the Director will take 
into account, if relevant, among other 
relevant factors in evaluating a covered 
entity’s compliance with its general 
obligation in § 92.201(a). These 
comments fall into four main categories. 
First, many commenters requested that 
we add additional factors to the list in 
§ 92.201(b)(2)(i)–(v). Commenters were 
concerned that absent explicit 
references to these factors, the Director 
would not, or could not, consider them. 
Examples of factors that commenters 
requested that we add include: 

• The frequency with which a 
covered entity encounters, or is likely to 
encounter, a particular non-English 
language; 

• the impact to the consumer if 
language assistance services are not 
provided; 

• the extent to which covered entities 
can lessen their own cost burdens 
through technology and reasonable 
business practices, if the Director 
considers the costs of language 
assistance services; and 

• if and when a covered entity is 
permitted to choose a less costly 
language assistance service than the one 
an individual may request. 

Second, many commenters 
recommended that we combine the 
‘‘costs of language assistance services’’ 
in proposed § 92.201(b)(2)(v) with ‘‘[a]ll 
resources available to the covered 
entity’’ in proposed § 92.201(b)(2)(iv) 
into a single factor because the two are 
inherently intertwined. 

Third, some commenters requested 
that OCR clarify in the final rule how 
the factors in proposed § 92.201(b)(2)(i)– 
(v) would be weighted relative to each 
other, if relevant and thus evaluated by 
the Director in a given case. Most 
commenters who requested clarification 

recommended that the costs of language 
assistance services and the resources 
available to the covered entity not be 
weighted more heavily than the other 
factors or become dispositive. 

Fourth, a number of commenters 
requested clarification on the function 
that the length and complexity of the 
communication in proposed 
§ 92.201(b)(2)(i) would have in the 
Director’s evaluation of a particular 
case. 

Response: After considering the 
comments received, we have revised the 
final rule to eliminate the illustrative 
factors and to articulate only one factor: 
Whether a covered entity has developed 
and implemented an effective written 
language access plan appropriate to its 
circumstances. We agree with some 
commenters’ concerns that including 
multiple illustrative factors in the 
regulatory text may create the erroneous 
impression that the Director will not 
consider relevant factors absent from 
§ 92.201(b)(2). Were OCR to modify 
§ 92.201(b)(2) to include all factors 
suggested by commenters, however, the 
long list of factors might unintentionally 
create an unworkable regulatory scheme 
in the attempt to capture any possible 
factor that might be relevant in some 
circumstances. 

Given these concerns, § 92.201(b)(1)– 
(2) of the final rule requires the Director 
to evaluate, and give substantial weight 
to, the nature and importance of the 
health program or activity and the 
particular communication at issue to the 
individual with limited English 
proficiency, and requires the Director to 
take into account all other relevant 
factors, including whether the entity has 
developed and implemented an 
effective language access plan. We have 
identified this factor in particular to 
provide a concrete reminder to covered 
entities that they may wish to take 
action to prepare to provide language 
assistance services to the individuals 
with limited English proficiency that 
they will serve or encounter. We 
reiterate, however, that adoption of a 
language access plan is a voluntary 
measure that is not required by the rule; 
we will continue to evaluate, on a case- 
by-case basis, whether entities have 
taken reasonable steps to provide 
meaningful access and will evaluate all 
relevant factors in making that 
assessment. 

We recognize that the absence of 
illustrative factors in regulation text 
may diminish clarity regarding the 
Director’s evaluation of a covered 
entity’s compliance with § 92.201(a). To 
provide guidance to covered entities on 
our intended interpretation of 
§ 92.201(b)(2) and to be responsive to 
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188 Some of these factors were proposed in 
§ 92.201(b)(2)(i)–(v), were suggested by 
commenters’, are grounded in the HHS LEP 
Guidance, or are staples of the effective 
communication analysis in § 92.202 of this final 
rule, consistent with Federal disability rights law. 

189 See HHS LEP Guidance, supra note 49, 68 FR 
47311, at 47315 (describing how and why a 
recipient of Federal financial assistance should 
consider the nature and importance of the program 
or activity in determining the extent of its language 
access obligations under Title VI). 

190 See HHS LEP Guidance, supra note 49, 68 FR 
at 47315 (‘‘Resource and cost issues, however, can 
often be reduced by technological advances; the 
sharing of language assistance materials and 
services among and between recipients, advocacy 
groups, and Federal grant agencies; and reasonable 
business practices.’’ ‘‘Large entities and those 
entities serving a significant number or proportion 
of LEP persons should ensure that their resource 
limitations are well-substantiated before using this 
factor as a reason to limit language assistance.’’). 

191 See 80 FR at 54183. 
192 A third party to the communication, such as 

a qualified interpreter for an individual with 
limited English proficiency, would orally interpret 
the covered entity’s oral summary from English to 
a non-English-language and would not alter, 
summarize, omit, or distort the oral summary that 
the covered entity provides or judge which 
information is relevant or important. See e.g., The 
Nat’l Council on Interpreting in Health Care, A 
National Code of Ethics for Interpreters in Health 
Care 8, 13 (2004), http://www.ncihc.org/assets/
documents/publications/
NCIHC%20National%20Code%20of%20Ethics.pdf 
(discussing the ethical principle of fidelity to the 
original message). 

193 80 FR 54172, 54183. The National Standards 
for Culturally and Linguistically Appropriate 
Services in Health and Health Care (the National 
CLAS Standards) emphasize the importance of 
timely language assistance. U.S. Dep’t of Health & 
Human Servs., Office of Minority Health, The 
National CLAS Standards, http://
minorityhealth.hhs.gov/omh/
browse.aspx?lvl=2&lvlid=53 (last visited May 4, 
2016). 

194 Jessica Sperling, Migration Policy Institute, 
Communicating More for Less: Using Translation 
and Interpretation Technology to Serve Limited 
English Proficient Individuals (2011), 12 http://
www.migrationpolicy.org/research/communicating- 
more-less-using-translation-and-interpretation- 
technology-LEP (noting that translation memory 
programs are used in the public and private sector 
to increase the efficiency of translating a high- 

comments received on the illustrative 
factors proposed, the following 
preamble discussion sets forth a range of 
factors that may be relevant in any given 
case.188 

As an initial matter, we note that one 
of the factors commenters recommended 
we add, which is the impact to the 
individual of failing to provide language 
assistance services, is necessarily 
encompassed within § 92.201(b)(1) 
regarding an evaluation of the nature 
and importance of the health program or 
activity and the particular 
communication at issue.189 

Factors that may be relevant in a 
particular case for the Director to 
consider pursuant to § 92.201(b)(2) 
include but are not limited to: the 
length, complexity, and context of the 
communication; the prevalence of the 
language in which the individual 
communicates among those eligible to 
be served or likely to be encountered by 
the health program or activity; the 
frequency with which a covered entity 
encounters the language in which the 
individual communicates; whether a 
covered entity has explored the 
individual’s preference, if any, for a 
type of language assistance service, as 
not all types of language assistance 
services may work as well as others in 
providing an individual meaningful 
access to the covered entity’s health 
program or activity; the cost of language 
assistance services and whether a 
covered entity has availed itself of cost- 
saving opportunities; and all resources 
available to the covered entity, 
including the entity’s capacity to 
leverage resources among its partners or 
to use its negotiating power to lower the 
costs at which language assistance 
services could be obtained. 

We decline to adopt commenters’ 
suggestions to create a regulatory 
scheme that assigns particular weight to 
any specific relevant factor because the 
Director will consider and weigh all 
relevant factors pursuant to 
§ 92.201(b)(2) on a case-by-case basis. 

Because we have eliminated the 
factors in proposed 92.201(b)(2)(i)–(v), it 
is moot whether OCR should combine 
the proposed factor on the costs of 
language assistance services with the 
proposed factor on resources available 

to the covered entity. Nevertheless, 
costs and resources are intertwined, 
which is a principle reflected in the 
HHS LEP Guidance with respect to Title 
VI 190 and a principle we reiterated with 
respect to Section 1557 in the proposed 
rule.191 

With respect to commenters’ requests 
for clarification on the relevance that 
the length and complexity of a 
particular communication has on the 
type of language assistance a covered 
entity should provide, we note that this 
factor is emblematic of the fact-based 
nature of the inquiry described in 
§ 92.201(b)(1)–(2). Where a document is 
long and complex, it may in some cases 
be necessary for a covered entity to 
provide a written translation so that an 
individual with limited English 
proficiency can refer back to or study it 
at a later time. In other cases, however, 
a covered entity may meet the 
requirements of this section by 
summarizing the document orally for a 
qualified interpreter to then convey to 
the individual with limited English 
proficiency, if such approach is 
sufficient to provide the individual with 
limited English proficiency meaningful 
access to the information.192 

Comment: Many commenters 
supported the requirement in proposed 
§ 92.201(c) that a covered entity provide 
language assistance services to an 
individual with limited English 
proficiency in a timely manner. Some 
commenters further suggested that the 
final rule set out specific time frames for 
the provision of oral interpretation, 
written translation, and taglines. For 
instance, some commenters 
recommended that we revise § 92.201(c) 
to require oral interpretation 
immediately upon request, written 
translations within 30 days after the 

English version is finalized, and taglines 
simultaneously with English 
documents. These commenters asserted 
that oral telephonic interpretation 
services should be available, at a 
minimum, no more than 30 minutes 
after a covered entity encounters an 
individual with limited English 
proficiency. 

Response: We decline to include 
prescriptive timeframes for the 
provision of language assistance 
services. There is no one definition of 
‘‘timely’’ that applies to every type of 
interaction with every covered entity at 
all times. Consequently, consistent with 
the overarching framework of § 92.201, 
a determination of whether language 
assistance services are timely will 
depend on the specific circumstances of 
each case. We reiterate our statement 
from the proposed rule that language 
assistance is timely when it is provided 
at a place and time that ensures 
meaningful access to persons of all 
national origins and avoids the delay or 
denial of the right, service, or benefit at 
issue.193 

Comment: Some commenters 
suggested that the final rule prohibit the 
use of computer-automated translation. 
These commenters suggested that 
reliance on automated translation is not 
accurate for the highly specialized 
vocabulary and terminology used in the 
health care and health insurance 
settings, especially for less common 
non-English languages. 

Response: We decline to codify a 
prohibition on the use of automated 
translation as part of the final rule 
because such a requirement may 
unintentionally stifle innovation in this 
rapidly developing area. Furthermore, 
depending on the language at issue as 
well as the content of the translation, 
some translation technologies are 
advantageous to facilitate the translation 
of written content when used along with 
a qualified translator who 
independently verifies the accuracy and 
quality of the translation.194 For 
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volume of documents and to assist a qualified 
translator in improving consistency among 
translated documents). 

195 Id. 
196 Int’l Medical Interpreters Assoc., IMA Guide 

on Medical Translation, supra note 85, at 3. 
197 Id. at 3; EM Balk et al., Assessing the Accuracy 

of Google Translate To Allow Data Extraction From 
Trials Published in Non-English Languages, 
(Prepared by the Tufts Evidence-based Practice 
Center for the Agency for Healthcare Research & 
Quality, U.S. Dep’t of Health & Human Servs.), 12– 
15, 21- 24, Pub. No. 12(13)–EHC145–EF (2013), 
https://www.effectivehealthcare.ahrq.gov/ehc/
products/329/1386/Methods_Paper-Google- 
Translate_1-17-13.pdf. 

198 This position is consistent with the position 
on this issue taken by the U.S. Department of 
Justice and the U.S. Department of Education. See 
U.S. Dep’t of Justice & U.S. Dep’t of Educ., Dear 
Colleague Letter: English Learner Students and 
Limited English Proficient Parents, 38 n.103 (Jan. 7, 
2015), http://www2.ed.gov/about/offices/list/ocr/
letters/colleague-el-201501.pdf. 

199 For considerations on ensuring the quality of 
translations, see Kleber Palma, Migration Policy 
Institute, Strategies to Help Covered Entities Ensure 
Quality of Translations, http://
www.migrationpolicy.org/programs/language- 
access-translation-and-interpretation-policies-and- 
practices/practitioners-corner (last visited Mar. 23, 
2016); Jessica Sperling, Migration Policy Institute, 
Practitioner’s Corner: Drafting Request for Proposals 
and Contracts for Language Assistance Services, 
http://www.migrationpolicy.org/programs/
language-access-translation-and-interpretation- 
policies-and-practices/practitioners-corner-drafting 
(last visited May 4, 2016). 

200 HHS LEP Guidance, supra note 49, 68 FR at 
47317. 

201 HHS LEP Guidance, supra note 49, 68 FR at 
47317–18, 47323. 

202 See, e.g., Voluntary Resolution Agreement 
between U.S. Dep’t of Health & Human Servs., 
Office for Civil Rights and the Rhode Island 
Department of Human Services, OCR Transaction 
No. 0876828, pt. IV.K. (Jan. 19, 2011) http://
www.hhs.gov/sites/default/files/ocr/civilrights/
activities/agreements/ridhhsagreement.pdf 
(containing restrictions on the use of family 
members and friends as interpreters). 

instance, translation memory software 
stores segments of previously translated 
phrases and can improve a qualified 
translator’s efficiency, especially when 
updating documents.195 

We do, however, agree with 
commenters’ concerns regarding the use 
of some automatic translation 
technologies, which ‘‘is particularly 
dangerous, and can lead to very serious 
misunderstandings and adverse 
consequences for medical 
documents.’’ 196 For example, machine 
translation programs translate text by 
performing simple substitution of words 
using statistical techniques, which may 
produce highly unreliable translations 
for certain languages and written 
content.197 As a result, using automated 
translation as the only tool for 
translating written documents would 
fulfill a covered entity’s obligation 
under § 92.201(a) only if a qualified 
translator reviewed the translation for 
accuracy and edited it as needed.198 
OCR encourages covered entities to 
understand the strengths and 
weaknesses of the technology and 
software programs that qualified 
translators use.199 

Comment: Commenters identified that 
some covered entities lack policies or 
practices to confirm or evaluate a staff 
member’s skills as a qualified translator 
or to serve as a qualified interpreter for 
an individual with limited English 
proficiency. For instance, commenters 

stated that they are aware of situations 
where individuals who are qualified to 
interpret—but not translate—are 
nonetheless translating complex 
documents such as informed consent 
forms and discharge instructions. 
Comments recommended that the final 
rule require covered entities to evaluate 
staff members’ non-English language 
proficiency and other skills to ensure 
that they are qualified before permitting 
them to interpret, translate, or 
communicate with individuals with 
limited English proficiency in the 
individuals’ primary languages. 

Response: We share commenters’ 
concerns and, in response, have 
modified the rule in two ways. First, the 
final rule requires a covered entity to 
use a qualified translator for translating 
written content with respect to its 
health programs and activities. As the 
Department stated in its LEP Guidance, 
‘‘[t]he permanent nature of written 
translations [ ] . . . imposes additional 
responsibility on the recipient to take 
reasonable steps to determine that the 
quality and accuracy of the translations 
permit meaningful access by LEP 
persons.’’ 200 We broadened the title of 
§ 92.201(d) to reflect that this paragraph 
now addresses specific requirements for 
written translation in addition to oral 
interpreter services. The text in 
proposed paragraph (d) addressing 
specific requirements for oral 
interpretation is now reflected as 
paragraph (d)(1); new paragraph (d)(2) 
addresses the use of qualified 
translators. 

Second, we added a new paragraph 
(4) to § 92.201(e) to restrict covered 
entities from relying on staff who do not 
meet the definition of ‘‘qualified 
bilingual/multilingual staff’’ in § 92.4. In 
OCR’s enforcement experience, covered 
entities too frequently rely on staff 
members who possess only a 
rudimentary familiarity speaking and 
understanding a non-English language 
(for example relying on their ‘‘high 
school’’ level of language proficiency) to 
communicate with individuals with 
limited English proficiency. This can 
result in miscommunication and the 
omission of relevant information, which 
can in turn result in a lower standard of 
care and raise questions about whether 
consent provided by an individual with 
limited English proficiency was truly 
informed. Similarly, we have found that 
qualified bilingual staff members 
sometimes serve as interpreters even 
though they do not possess the non- 
verbal skills of interpreting nor adhere 

to generally accepted principles of 
interpreter ethics. 

Comment: Some commenters 
recommended that the final rule not 
restrict covered entities from relying on 
friends or family of individuals with 
limited English proficiency to provide 
oral interpretation, even when the 
companion is a minor. These 
commenters noted that some 
individuals with limited English 
proficiency prefer to use their 
companions to interpret; they also 
observed that minor children are 
frequently involved in many aspects of 
their parents’ health care; accordingly, 
commenters stated that awareness of 
their parents’ health care needs may 
equip children of individuals with 
limited English proficiency to act as 
patient advocates for their parents. 

In contrast, numerous commenters 
supported the proposed rule’s standards 
for oral interpretation and the proposed 
restrictions on certain persons to 
interpret or facilitate communication. 
For instance, one health care provider 
shared that a high risk hospital was 
unprepared to provide oral 
interpretation to a woman in labor. The 
patient’s child had to interpret what her 
mother was saying but the child did not 
know the proper terminology to 
understand the provider’s medical 
questions about a fatal high risk 
condition. 

In addition, many commenters who 
are limited English proficient shared 
that some covered entities have required 
individuals to bring their own 
interpreters, at a cost to the individual. 
Others shared that family members and 
children have served as interpreters for 
them, which has been insufficient 
because such family members and 
children do not have the requisite skills 
to interpret accurately. 

Response: We decline to eliminate the 
specific requirements in § 92.201(d)-(e) 
of the proposed rule regarding oral 
interpretation or the restrictions on 
certain persons to facilitate 
communication or interpret. 
Commenters’ recommendations run 
contrary to HHS’s longstanding 
guidance under Title VI 201 and to OCR’s 
experience and enforcement 
practices.202 In many circumstances, 
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203 We intend that ‘‘video remote interpreting 
services’’ used for oral interpretation for individuals 
with limited English proficiency means the same 
that it does when used to provide interpretation for 
individuals with disabilities as defined by reference 
in § 92.4 of this final rule: ‘‘an interpreting service 
that uses video conference technology over 
dedicated lines or wireless technology offering 
high-speed, wide-bandwidth video connection that 
delivers high-quality video images as provided in 
[28 CFR] 35.160(d).’’ See infra § 92.4 (defining 
‘‘auxiliary aids and services’’ to include ‘‘video 

remote interpreting services,’’ as defined in Title II 
of the ADA, 28 CFR 35.104). 

204 28 CFR 35.160(d)(1)–(4). In contrast to 28 CFR 
35.160(d)(2), which regulates the size of the video 
image to ensure that the screen shows one’s face, 
arms, hands, and fingers, paragraph (f)(2) of 
§ 92.201 in this final rule does not regulate the size 
of the video image because this component is less 
relevant for oral interpretation between English and 
non-English languages. 

family members, friends, and especially 
children, are not competent to provide 
quality, accurate oral interpretation. For 
communications of particularly 
sensitive information, oral 
interpretation by an individual’s family 
or friend often also implicates issues of 
appropriateness, confidentiality, 
privacy, and conflict of interest. Thus, 
covered entities may not rely on family 
members, friends, or other informal 
interpreters to provide language access 
services unless the situation meets an 
applicable exception in § 92.201(e)(2)- 
(3) of the final rule. This exception 
sufficiently balances an individual’s 
preferences with an interest in ensuring 
competent language assistance services 
by allowing individuals to use 
accompanying adults to interpret in 
some circumstances. 

Comment: One commenter suggested 
that entities should be exempt from 
complying with the HIPAA Privacy Rule 
when providing a qualified interpreter 
for an individual with limited English 
proficiency when required under 
§ 92.201(a) of this final rule. 
Specifically, the commenter was 
concerned that Section 1557 covered 
entities would be forced to use or 
disclose protected health information in 
violation of the Privacy Rule when 
engaging interpreter services. 

Response: OCR is responsible for 
enforcing the HIPAA Privacy Rule in 
addition to the rule implementing 
Section 1557. We note that, in most 
instances, a qualified interpreter will be 
a business associate or a workforce 
member of the covered entity. If a 
qualified interpreter is a business 
associate, a covered entity may disclose 
protected health information to the 
qualified interpreter if it obtains 
satisfactory assurances that the 
interpreter will use the information only 
for the purposes for which the 
interpreter was engaged and will 
safeguard the information from misuse. 
Such satisfactory assurances must be in 
writing and in the form of a contract 
between the covered entity and the 
qualified interpreter. If a qualified 
interpreter is a workforce member of the 
covered entity, a covered entity may 
share information with that interpreter 
as an employee or another type of agent 
of the entity (e.g., hired through a 
contract or on the covered entity’s staff 
as a volunteer). 

Determining the relationship between 
the interpreter and the covered entity is 
a covered entity’s HIPAA obligation and 
is unchanged by Section 1557 or this 
part. We encourage covered entities to 
review OCR’s HIPAA Frequently Asked 
Questions (FAQ) regarding business 
associates at http://www.hhs.gov/ocr/

privacy/hipaa/faq/business_associates/
760.html, and OCR’s HIPAA FAQ 
regarding interpreters at http://
www.hhs.gov/hipaa/for-individuals/faq/
528/can-my-health-care-provider- 
discuss-my-health-information-with-an- 
interpreter/. 

Comment: A few commenters 
suggested that the final rule urge 
covered entities to provide an in-person 
qualified interpreter for an individual 
with limited English proficiency as the 
default type of oral interpretation. These 
commenters explained that covered 
entities should rely on remote 
interpretation via telephone or video 
only in urgent situations or if an in- 
person interpreter is unavailable. These 
commenters reasoned that use of remote 
interpretation technologies may miss 
nuances of the communication and 
result in less accurate or less 
comprehensible communication. A few 
commenters recommended that a 
covered entity’s use of remote 
interpretation services, via phone or 
video, be limited to administrative 
matters that can be addressed in 10 
minutes or less. Moreover, in response 
to comments received in 2013 on OCR’s 
Request for Information on Section 
1557, some commenters identified 
concerns with the use of video remote 
interpretation services because the 
video connections used often were of a 
poor quality. 

Response: We believe that 
commenters’ recommendations 
regarding restrictions on remote oral 
interpretation are unnecessarily 
prescriptive and inconsistent with the 
fact-based, contextualized analysis 
under Title VI and this final rule. 
However, in situations where visual 
cues and other messages depend on 
physical as well as verbal 
communication, remote interpretation 
may not be adequate to provide 
meaningful access to an individual with 
limited English proficiency. 

To address concerns that video 
remote interpreting technologies may 
result in less comprehensible 
communication, we are setting 
performance standards in § 92.201(f) of 
this final rule for video remote 
interpreting services 203 used for oral 

interpretation for an individual with 
limited English proficiency. These 
standards are designed to achieve parity 
with the regulation in the disability 
rights context regarding video remote 
interpreting technologies. Thus, the 
standards in § 92.201(f)(1)-(4) of the 
final rule closely parallel the standards 
on video remote interpreting services in 
§ 92.202 regarding effective 
communication for individuals with 
disabilities, which in turn rely on the 
standards under Title II for the use of 
sign language interpreters.204 

Comment: We received a few 
comments expressing concern about 
proposed § 92.201(f), re-designated in 
the final as § 92.201(g), which provides 
that an individual with limited English 
proficiency shall not be required to 
accept language assistance services 
offered by a covered entity. Some 
commenters recommended that 
proposed § 92.201(f) permit a covered 
entity to require the presence of a 
qualified interpreter, even if an 
individual with limited English 
proficiency has declined language 
assistance services. 

Commenters suggested that when the 
individual who declines language 
assistance services is a patient, the 
health care provider’s ability to 
accurately diagnose medical conditions 
is undermined. Commenters similarly 
stated that when the individual who 
declines language assistance services is 
a limited English proficient health care 
decision-maker for a child, that 
decision-maker would not be able to 
appropriately consent to, or participate 
in, a child’s treatment plan. These 
commenters recommended requiring 
that a covered entity’s insistence on a 
qualified interpreter be made in a non- 
coercive and culturally-appropriate 
manner. 

Response: OCR interprets proposed 
§ 92.201(f), which this final rule re- 
designates as § 92.201(g), to allow a 
covered entity to use a qualified 
interpreter when it is a reasonable step 
to provide an individual with limited 
English proficiency access to the 
covered entity’s health program or 
activity. Although an individual with 
limited English proficiency can decline 
a qualified interpreter for herself, 
nothing in the rule is intended to bar a 
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205 This understanding is consistent with the HHS 
LEP Guidance, supra note 49, 65 FR at 47318 
(stating that even if an individual with limited 
English proficiency declines a qualified interpreter, 
where precise, complete, and accurate information 
is critical, or where the competency of the preferred 
interpreter that the individual desires to use is not 
established, ‘‘a recipient may want to consider 
providing its own, independent interpreter, even if 
the LEP person wants to use his or her own 
interpreter as well.’’). 

206 See HHS LEP Guidance, supra note 49, 68 FR 
at 47314, 47320. 

207 See Voluntary Resolution Agreement between 
U.S. Dep’t of Health & Human Servs., Office for 
Civil Rights and Memorial Health System, OCR 
Transaction No. 08–79513, pt. V.B.1.b, http://
www.hhs.gov/sites/default/files/ocr/civilrights/
activities/agreements/mhs_vra.pdf (last visited Mar. 
11, 2016) (listing data sources for an assessment of 
language needs). 

208 The safe harbor further provides that if a 
language group with fewer than 50 individuals 
constitutes 5% of the recipient’s service area, the 
recipient is not obligated to translate written 
materials but must provide written notice in the 
primary language of that language group of the right 
to receive oral interpretation, at no cost to the 
individual. HHS LEP Guidance, supra note 49, 68 
FR at 47319. 

provider from using a qualified 
interpreter to assist the provider in 
communicating with, and assuring 
appropriate treatment to, the 
individual.205 As a result, OCR does not 
intend for § 92.201(g) of the final rule to 
restrict a covered entity from using a 
qualified interpreter in either of the 
situations commenters raised. We also 
remind covered entities that, as we 
stated in the proposed rule, they may 
not discourage individuals with limited 
English proficiency from accepting 
language assistance services. 

Comment: Some commenters 
proposed that OCR regulate the data 
sources to which covered entities may 
refer to assess the prevalence of 
languages spoken by individuals with 
limited English proficiency in their 
respective service areas. Commenters 
also recommended that OCR provide 
covered entities with resources, such as 
data-driven maps of languages spoken 
by limited English proficient 
populations in their respective service 
areas, to facilitate covered entities’ 
assessments. 

Response: We decline to accept 
commenters’ suggestions, but we 
support covered entities’ efforts to 
assess the language needs of their 
respective service areas. An assessment 
is a foundational best practice for a 
language assistance services program.206 
Data sources that may be useful include 
data from the United States Census 
Bureau, particularly the American 
Community Survey; utilization data 
from the covered entity’s files for 
individuals with limited English 
proficiency; data from State and local 
governments; school system data; data 
from community agencies and 
organizations; and data from refugee or 
immigrant serving agencies.207 Covered 
entities, however, are in the best 
position to determine what local or 
regional data sources are best suited to 
their needs. When using any data 
source, covered entities should look at 

the reliability, stability, and currency of 
the data to understand its strengths and 
weaknesses. 

Comment: Many commenters 
provided feedback on OCR’s request for 
comments on whether the final rule 
should set thresholds for the non- 
English languages in which covered 
entities must provide a range of 
language assistance services. The 
majority of comments on this issue 
focused on thresholds for the translation 
of vital documents. 

Commenters supporting thresholds 
for written translation suggested that 
this policy improves access for 
individuals with limited English 
proficiency; streamlines OCR’s 
compliance determinations; eliminates 
ambiguity by providing clear, 
quantifiable standards for covered 
entities; is consistent with other 
Departmental regulations specifying 
thresholds for written translation; and 
mitigates the risk that covered entities 
forgo written translation entirely. 

Commenters recommended a variety 
of thresholds, such as those requiring 
translation based on the number of 
languages, percentage of language 
speakers, or the number of language 
speakers in a covered entity’s service 
area, or composite thresholds mixing 
and matching these approaches. Some 
commenters simply stated that vital 
documents should be translated into the 
most commonly encountered languages 
in a covered entity’s service area. Others 
suggested that OCR codify the threshold 
for translation of vital documents that is 
articulated as a safe harbor in the HHS 
LEP Guidance: translation into 
languages spoken by at least 1,000 
persons or at least 5% of those present 
in the service area.208 Other commenters 
asserted that numeric thresholds for 
translation are too rigid to be applied 
universally, and recommended that the 
final rule focus on translating materials 
for certain health programs, such as 
clinical research or health insurance 
programs. 

Response: Although we have 
extensively considered whether to 
include thresholds for written 
translation and/or oral interpretation as 
either a safe harbor or as an across-the- 
board minimum requirement, we 
decline to set such thresholds in the 
final rule. First, although thresholds 

may improve access for some national 
origin populations, the approach does 
not comprehensively effectuate Section 
1557’s prohibition of national origin 
discrimination. Setting thresholds 
would be both under-inclusive and 
over-inclusive, given the diverse range, 
type, and sizes of entities covered by 
Section 1557 and the diverse national 
origin populations within the service 
areas of entities’ respective health 
programs and activities. 

For instance, a threshold requiring all 
covered entities, regardless of type or 
size, to provide language assistance 
services in languages spoken by 5% of 
a county’s limited English proficient 
population could result in the provision 
of language assistance services in more 
languages than the entity would 
otherwise be required to provide under 
its obligation in § 92.201(a). This 
threshold would apply regardless of the 
number of individuals with limited 
English proficiency who are eligible to 
be served or likely to be encountered by 
the covered entity’s health program or 
activity and regardless of the covered 
entity’s operational capacity. Similarly, 
this threshold could leave behind 
significant numbers of individuals with 
limited English proficiency, served by a 
covered entity’s health program or 
activity, who communicate in a 
language that constitutes less than 5% 
of the county’s limited English 
proficient population. 

Although some Departmental 
regulations set thresholds, those 
regulations address entities or health 
programs of similar sizes and types, 
such as qualified health plan issuers, 
Marketplaces, Medicare Advantage, and 
Medicare Part D. In comparison, Section 
1557 and this part regulate more diverse 
types of covered entities with 
potentially more diverse limited English 
proficient populations. We are 
concerned that significant limited 
English proficient populations might 
receive no or inadequate language 
assistance services under a threshold- 
based regulation. We are also concerned 
about the burden an across-the-board 
translation threshold might place on 
small covered entities. 

Moreover, we value the flexibility 
inherent in the contextualized approach 
we have chosen to assess compliance 
with the requirement to take reasonable 
steps to provide meaningful access. We 
thus decline to impose the prescriptive 
standards recommended by the 
commenters as inconsistent with this 
customized regulatory approach. 

Comment: We received many 
comments in response to whether the 
rule should require enhanced language 
access obligations for some types of 
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209 See 80 FR at 54185. 

210 Qualified health plan issuers are also bound 
by the tagline requirement in market-wide 
regulations at 45 CFR 147.136(e) (effective Jan. 19, 
2016) described in the preamble to § 92.8, supra 
note 107. 

211 Health Insurance Marketplaces have language 
access obligations under laws independent of 
Federal civil rights laws requiring the following to 
be accessible to individuals with limited English 
proficiency: a Marketplace’s toll-free call center, see 

45 CFR 155.205(a); a Marketplace’s Web site, see id. 
155.205(b); applications, forms, and notices 
required to be sent by a MarketplaceSM; see id. 
155.230(b); and a Marketplace’s consumer 
assistance functions, including a Marketplace’s 
outreach and education activities and a 
Marketplace’s Navigator program authorized by 42 
U.S.C. 18031(i) and regulated at 45 CFR 155.210, 
see id. 155.205(d) and (e). In making information 
accessible to individuals with limited English 
proficiency, Marketplaces must do so through a 
combination of written translation, oral 
interpretation, posting of taglines, and translation of 
certain Web site content. See 45 CFR 
155.205(c)(2)(i)(A) (oral interpretation), (ii) (written 
translation), (iii)(A) (taglines), (iv)(A) (translation of 
certain Web site content). With respect to a 
Marketplace’s Navigator program, Navigators are 
required to provide information in a manner that is 
culturally and linguistically appropriate to the 
needs of the population being served by the 
MarketplaceSM, including individuals with LEP. 
See 42 U.S.C. 18031(i)(3)(E) (statutory requirement); 
45 CFR 155.210(e)(5) (regulatory requirement). 

212 State agencies administering Medicaid 
programs and CHIP have language access 
obligations under laws independent of Federal civil 
rights laws. See, e.g., 42 CFR 435.905(a)–(b)(1) 
(requiring State agencies administering Medicaid 
programs to provide language assistance services for 
applicants and beneficiaries who are limited 
English proficient); 457.340(a) (requiring State 
agencies administering CHIP to comply with certain 
regulatory requirements applicable to Medicaid, 
including 435.905(a)–(b)(1), which requires that 
program information be accessible to individuals 
with LEP); 435.1200(f)(2) (requiring States to make 
their Medicaid Web sites accessible to individuals 
with limited English proficiency); 438.10(c)(1)–(5) 
(specifying obligations for States delivering benefits 
and services through Medicaid managed care plans, 
including managed care organizations and certain 
plans themselves, to make written information 
available in certain non-English languages, to 
provide oral interpretation, and to notify 
individuals with limited English proficiency of the 
availability of language assistance). 

213 See, e.g., 42 U.S.C. 18031(e)(3)(B) (requiring 
health plans seeking certification as qualified health 
plans to provide certain information, including 
claims payment and rating practices, cost-sharing, 
and enrollee and participant rights in plain 
language, which means language that the intended 
audience, including individuals with limited 
English proficiency, can readily use and 
understand); 45 CFR 155.205(c)(2)(i)(A), (ii), (iii)(A), 
(iv)(B) (requiring telephonic interpreter services, 
written translation, taglines, and translations of 
certain Web site content, respectively, for 
information provided to individuals with limited 
English proficiency); 156.250 (requiring meaningful 
access to certain qualified health plan information 
in accordance with the standards described in 
155.205(c)). 

covered entities and if so, what types of 
entities should be subject to enhanced 
obligations. Some commenters 
suggested that enhanced obligations 
would be appropriate for certain 
covered entities that offer particularly 
significant or large health programs or 
activities, such as the Department, State 
agencies administering Medicaid or 
CHIP, Marketplaces, and qualified 
health plan issuers. These commenters 
asserted that these covered entities 
possess both the resources and the 
means to meet enhanced obligations and 
that they can leverage economies of 
scale. The commenters also asserted that 
imposing enhanced obligations on these 
entities would benefit smaller entities 
by making translated documents more 
widely available. 

Commenters also addressed the scope 
of enhanced language access 
obligations, suggesting that such 
obligations should include requiring 
oral interpretation in at least 150 
languages and the translation of 
documents into languages spoken by 
individuals with limited English 
proficiency when such individuals 
constitute 5% of, or 500 people in, the 
State population or the covered entity’s 
service area. 

A few commenters opposed enhanced 
language access obligations for certain 
types of covered entities. Specifically, 
one commenter asserted that there was 
no principled reason for retail 
pharmacies, which the proposed rule 
listed as an example of a covered entity 
that could have enhanced obligations 
under § 92.201,209 to be subject to 
enhanced language access obligations. 

Response: We reiterate our view that 
the contextualized approach in § 92.201 
best considers both the needs of 
individuals with limited English 
proficiency and the potential burden on 
covered entities. Creating uniform, 
across-the-board requirements for 
particular categories of covered entities 
is, like thresholds, both under-inclusive 
and over-inclusive. For example, some 
smaller entities may operate in areas 
with significant concentrations of 
individuals with limited English 
proficiency; these entities may need to 
provide a broader scope of language 
assistance services to meet the 
requirements of § 92.201 than do other 
entities of similar size in less diverse 
areas. Similarly, State agencies that 
administer Medicaid and CHIP 
programs will differ with respect to the 
size and diversity of the limited English 
proficient populations they serve and 
the resources available to them. 

Comment: Some commenters asserted 
that HHS, other Federal Departments, 
and States already heavily regulate 
health insurance issuers covered by 
Section 1557, thus subjecting them to 
multiple language access regulations at 
the State and Federal level. These 
commenters recommended two policy 
approaches to streamline Federal and 
State language access requirements: (1) 
Harmonize nondiscrimination rules 
across all Federal and HHS programs to 
create a national standard; and/or (2) 
permit a deeming approach that allows 
compliance with Federal or State 
language access laws to suffice for 
compliance with Section 1557, and 
similarly allow compliance with Section 
1557 to suffice for compliance with 
other Departmental regulations 
addressing language access. In contrast, 
numerous commenters supported our 
fact-specific, contextualized approach 
and urged consideration of additional 
factors (see discussion supra) that 
would require the more robust provision 
of language assistance services. 

Response: The Department 
understands the potential for confusion 
and burden that can be imposed where 
entities are subject to multiple sets of 
overlapping requirements. For this 
reason, we have harmonized, to the 
extent possible, the tagline requirement 
in § 92.8(d)(1) with the tagline 
requirement applying to Marketplaces 
and qualified health plan issuers under 
45 CFR 155.205(c)(2)(iii)(A).210 We will 
continue to coordinate as appropriate 
within HHS and with other Federal 
departments to ensure that the 
application and enforcement of 
requirements under Section 1557 is 
consistent with other provisions of 
Federal law or regulations. 

However, we decline to adopt an 
approach that otherwise automatically 
harmonizes nondiscrimination rules or 
deems compliance with other laws 
sufficient for compliance with Section 
1557. As we noted above in the 
discussion of deeming in the General 
Comments, it is common for entities to 
be subject to multiple State and Federal 
regulations, even when some of those 
regulations have been adopted by a 
single Federal agency. Indeed, even 
under CMS regulations for instance, 
Health Insurance Marketplaces,211 State 

agencies administering Medicaid and 
CHIP programs,212 and qualified health 
plan issuers,213 are subject to multiple 
differing requirements with regard to 
language assistance services. 

With specific regard to language 
assistance services, there are likely 
numerous situations in which a 
qualified health plan issuer’s 
compliance with the meaningful access 
provisions of 45 CFR 155.205(c) would 
suffice to meet the requirements of 
Section 1557; indeed, there are 
instances in which 45 CFR 155.205(c) 
(e.g., requiring that Marketplaces and 
qualified health plan issuers provide 
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214 See 45 CFR 155.205(c)(2)(i)(A). 

telephonic oral interpretation in 150 
languages 214) might require more than 
would be required in a particular case 
under the fact-based analysis we adopt 
for Section 1557. However, we are 
concerned that there may be cases in 
which using CMS regulations alone to 
define a covered health insurance 
issuer’s obligations could leave 
significant numbers of individuals with 
limited English proficiency without any, 
or adequate, access to language services. 

In addition, automatically 
harmonizing requirements imposed on 
particular entities regulated by both 
Section 1557 and other laws that the 
Department enforces would undermine 
an equally important form of 
consistency: consistency in enforcement 
of the standards of Section 1557 and 
this part across all of the diverse 
categories of entities covered under the 
law. 

For these reasons and the reasons 
discussed in the General Comments 
supra, we decline to adopt an approach 
that automatically deems compliance 
with CMS or other Federal regulations 
to be sufficient to demonstrate 
compliance with Section 1557. 
However, in circumstances where 
qualified health plan issuers’ 
compliance with § 92.201 requires steps 
in addition to those required for 
compliance with 45 CFR 147.136 or 
155.205, OCR will work with qualified 
health plan issuers to bring them into 
compliance with § 92.201. In addition, 
OCR will consider a qualified health 
plan issuer’s compliance with other 
applicable regulations in determining 
the appropriate enforcement action. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions in § 92.201 with several 
modifications. 

In § 92.201(a), we replaced the phrase 
‘‘that it serves or encounters’’ with 
‘‘eligible to be served or likely to be 
encountered.’’ 

In § 92.201(b), we implemented a 
technical revision in paragraph (b)(1) 
and we modified paragraph (b)(2). With 
respect to the technical revision in 
paragraph (b)(1), we modified this 
proposed phrase: ‘‘the nature and 
importance of the health program or 
activity, including the particular 
communication at issue, to the 
individual with limited English 
proficiency’’ by replacing ‘‘including’’ 
with the conjunction ‘‘and.’’ This 
technical revision clarifies OCR’s intent 
that the particular communication at 

issue will routinely be a component of 
the Director’s evaluation when the 
Director gives substantial weight to the 
nature and importance of the health 
program or activity. In addition, we 
modified § 92.201(b)(2) to state that the 
Director, in evaluating compliance, will 
take into account all relevant factors, 
which includes whether a covered 
entity has developed and implemented 
an effective written language access 
plan, appropriate to its circumstances. 
We eliminated paragraphs (i) through 
(v) of § 92.201(b)(2). 

In § 92.201(d), we broadened the title 
to reflect that this paragraph now 
addresses specific requirements for 
written translation in addition to oral 
interpretation services. The text in 
proposed paragraph (d) addressing 
specific requirements for oral 
interpretation is now reflected under a 
new paragraph (d)(1). We added 
paragraph (d)(2) to require covered 
entities to use a qualified translator 
when translating written content in 
paper or electronic form for its health 
programs or activities. 

In § 92.201(e)(2)(i) and (e)(3), we 
added ‘‘for the individual with limited 
English proficiency’’ after ‘‘qualified 
interpreter’’ to conform to the revision 
of this term as defined in § 92.4 of the 
final rule. In addition, we added a new 
paragraph (e)(4) to address restrictions 
on a covered entity’s use of staff other 
than qualified bilingual/multilingual 
staff to communicate directly with 
individuals with limited English 
proficiency, in their primary languages. 

We re-designated paragraph (f) of 
§ 92.201 in the proposed rule as 
paragraph (g) of § 92.201 in this final 
rule, and we added a new paragraph (f). 
New paragraph (f) provides that when a 
covered entity uses video remote 
interpreting services as the means to 
provide an individual with limited 
English proficiency oral language 
assistance, the video remote interpreting 
technology must meet the standards 
listed in § 92.201(f)(1)–(4) of this final 
rule. 

Effective Communication for 
Individuals With Disabilities (§ 92.202) 

In § 92.202 of the proposed rule, we 
proposed to incorporate the provisions 
governing effective communication with 
individuals with disabilities found in 
the regulation implementing Title II of 
the ADA, which applies to State and 
local government entities and requires 
covered entities to ensure that 
communications with individuals with 
disabilities are as effective as they are 
with individuals without disabilities. 
We noted that OCR typically looks to 
the ADA for guidance in interpreting 

Section 504 as the two laws contain 
very similar standards. 

In the proposed rule, OCR considered 
whether to incorporate the standards in 
the regulation implementing Title II of 
the ADA or in the regulation 
implementing Title III of the ADA, or 
the standards in both regulations. 
Standards regarding effective 
communication under both regulations 
are very similar. We noted that there 
are, however, limited differences 
between the Title II and Title III 
regulations, regarding limitations on the 
duty to provide a particular aid or 
service where doing so may impose 
undue financial and administrative 
burdens, and the obligation under the 
Title II regulation to give primary 
consideration to the choice of an aid or 
service requested by the individual with 
a disability. 

OCR proposed to apply the Title II 
standards to all entities covered under 
the proposed rule. We noted that 
although OCR could apply Title II 
standards to States and local 
government entities and Title III 
standards to private entities, we believe 
it is appropriate to hold all recipients of 
Federal financial assistance from HHS 
to the higher Title II standards as a 
condition of their receipt of that 
assistance. We also noted that it is 
appropriate to hold HHS itself to the 
same standards to which the 
Department subjects the recipients of its 
financial assistance. 

We also proposed that where the 
regulatory provisions referenced in 
§ 92.202 use the term ‘‘public entity,’’ 
that term shall be replaced with 
‘‘covered entity.’’ 

The comments and our responses 
regarding § 92.202 are set forth below. 

Comment: A few commenters 
suggested that HHS urge covered 
entities to consider the gender 
preferences of patients for interpreters. 
These commenters suggested that 
patients may not be comfortable with 
interpreters of the opposite gender, 
particularly in settings that involve 
nudity such as in an obstetrics and 
gynecology appointment. 

Response: We recognize the 
commenters’ privacy concern, but we 
decline to accept the commenters’ 
suggestion. We believe that 
identification with a certain gender 
specified by the patient is not a 
characteristic necessary to interpret for 
an individual with a disability or an 
individual with limited English 
proficiency. The definitions of qualified 
interpreter for an individual with a 
disability and qualified interpreter for 
an individual with limited English 
proficiency set forth in § 92.4 require an 
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215 28 CFR 35.104. 

interpreter who adheres to generally 
accepted interpreter ethics, which 
would include respecting a patient’s 
privacy and comporting oneself with 
discretion and professionalism in 
sensitive situations such as the settings 
described by the commenters. We 
believe that an interpreter of any gender 
can display these qualities and thus 
adequately perform the interpretation 
duties required of him or her. In those 
cases where an interpreter is unable to 
provide interpretation consistent with 
these standards, the interpreter would 
be unqualified for those reasons. In 
addition, acceding to the commenter’s 
request could result in gender 
discrimination, which contravenes the 
purpose of other provisions of this rule. 

Comment: A few commenters 
suggested that OCR apply cultural 
competency standards, such as the 
National Standards for Culturally and 
Linguistically Appropriate Services in 
Health and Health Care (CLAS), to 
entities serving people with disabilities. 

Response: Although OCR does not 
codify the CLAS standards as part of 
this regulation, OCR agrees that the 
CLAS standards provide valuable 
guidance to covered entities regarding 
the provision of services that are 
responsive to diverse cultural beliefs 
and practices, preferred languages, 
health literacy and other 
communication needs, and that promote 
compliance with the final rule. OCR 
encourages adoption of the CLAS 
standards by covered entities for 
interactions with all their patients and 
not simply for those with disabilities. 

Comment: Some commenters 
suggested that OCR strengthen effective 
communication regulations by 
including the proposed provision 
regarding the restricted use of certain 
persons to interpret or facilitate 
communication contained in § 92.201(e) 
for individuals with limited English 
proficiency in § 92.202 for individuals 
with disabilities. 

Response: We appreciate the 
commenters’ suggestion, and note that 
§ 92.202 incorporates provisions of the 
ADA regarding the restricted use of 
certain persons to interpret or facilitate 
communication; it is comparable to the 
provision in the final rule regarding 
restrictions on the use of certain persons 
to interpret or facilitate communication 
with individuals with limited English 
proficiency. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, including 
comments regarding the auxiliary aids 
and services requirement in 

§ 92.101(b)(2)(i) (discussed above), we 
are finalizing the provisions proposed in 
§ 92.202 by re-designating the existing 
regulation text at § 92.202 as § 92.202(a), 
and adding a new subsection, 
§ 92.202(b) requiring covered entities— 
regardless of the number of people they 
employ—to provide appropriate 
auxiliary aids and services to persons 
with impaired sensory, manual, or 
speaking skills, where necessary to 
afford such persons an equal 
opportunity to benefit from the service 
in question. 

Accessibility Standards for Buildings 
and Facilities (§ 92.203) 

The Section 504 regulatory provisions 
incorporated into Subpart B in this 
regulation contain program accessibility 
requirements that apply to existing 
facilities as well as new construction 
and alterations. In § 92.203 of the 
proposed rule, we proposed to establish 
specific accessibility standards for new 
construction and alterations. We noted 
that these standards are consistent with 
existing standards under the ADA. 

Under paragraph (a), we proposed 
that each facility or part of a facility in 
which health programs or activities are 
conducted that is constructed or altered 
by or on behalf of, or for the use of, a 
recipient or State-based MarketplaceSM 
shall comply with the 2010 ADA 
Standards for Accessible Design (2010 
Standards), as defined in the ADA Title 
II regulations,215 if construction or 
alteration was commenced on or after 
January 18, 2018. We proposed that all 
newly constructed or altered buildings 
or facilities subject to this section shall 
comply with the requirements for a 
‘‘public building or facility’’ as defined 
in Section 106.5 of the 2010 Standards. 

We also proposed that new 
construction and alterations of such 
facilities would also be subject to the 
new construction standards found in the 
Section 504 implementing regulation at 
45 CFR 84.23(a) and (b). 

Under paragraph (b), we proposed 
that each facility or part of a facility in 
which health programs or activities are 
conducted that is constructed or altered 
by or on behalf of, or for the use of, a 
recipient or State-based MarketplaceSM 
before January 18, 2018 in conformance 
with UFAS, the 1991 ADA Standards for 
Accessible Design (1991 Standards), or 
the 2010 Standards be deemed to 
comply with the requirements of this 
section and with 45 CFR 84.23 (a) and 
(b), cross referenced in § 92.101(b)(2)(i) 
with respect to those facilities. Thus, we 
proposed that if the construction or 
alteration of facilities began prior to the 

effective date of paragraph (a) of this 
section, the facilities be deemed in 
compliance if they were constructed or 
altered in conformance with applicable 
standards at the time of their 
construction or alteration. 

In paragraph (c), we proposed that 
each building or part of a building that 
is constructed or altered by or on behalf 
of, or for the use of, the Department 
must be designed, constructed, or 
altered so as to be readily accessible to 
and usable by individuals with 
disabilities. We proposed that the 
definitions, requirements, and standards 
of the Architectural Barriers Act, as 
established in Appendices C and D to 36 
CFR pt 1191, apply to buildings and 
facilities covered by this section. 

OCR considered adding specific 
language regarding accessibility 
standards for medical diagnostic 
equipment. However, we noted that the 
United States Access Board is currently 
developing standards for accessible 
medical diagnostic equipment and, 
therefore, we are deferring proposing 
specific accessibility standards for 
medical equipment. We further noted 
that a health program or activity’s use of 
medical diagnostic equipment would be 
covered by Section 1557 under the 
general prohibition of discrimination on 
the basis of disability in § 92.101. 

The comments and our responses 
regarding § 92.203 are set forth below. 

Comment: Numerous comments 
supported requiring immediate 
compliance with the 2010 ADA 
Standards for new construction and 
alterations. Commenters urged that OCR 
not give covered entities an 18-month 
grace period for compliance because the 
2010 Standards already apply to the vast 
majority of facilities covered by this 
proposed rule. They maintained that an 
approach which emphasizes the 
uniform application of the 2010 
Standards upon publication of the 1557 
rule will enable greater consistency 
among implementing agencies, given 
the overlapping jurisdiction that OCR 
has with the Department of Justice. 

Response: OCR agrees with the 
comments in part. Because the great 
majority of entities covered by the final 
rule are already subject to the 2010 
Standards, the regulation has been 
revised to require covered entities that 
were covered by the 2010 Standards 
prior to the effective date of this final 
rule to comply with the 2010 Standards 
for new construction or alterations that 
commence on or after the effective date 
of the final rule. However, there may be 
some entities covered by the final rule 
that were not covered by the 2010 
Standards prior to the effective date of 
the final rule. For those entities, 
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217 See U.S. Dep’t of Justice, ADA Title III 
Technical Assistance Manual Covering Public 
Accommodations and Commercial Facilities (1993), 
§ III–1.2000, http://www.ada.gov/taman3.html. 

application of the 2010 Standards 
would be new; thus, these entities are 
given 18 months to comply with the 
final rule with respect to new 
construction and alterations. We 
anticipate that these changes will have 
only a de minimis impact on cost as 
nearly all of the entities affected are 
already subject to the 2010 Standards. 

Comment: Numerous commenters 
recommended that OCR not deem 
compliance with the UFAS as 
compliance with Section 1557 for 
facilities that were constructed or 
altered prior to 18 months after 
publication of the final rule. They stated 
that the UFAS is functionally deficient 
for people with disabilities; barriers are 
permitted under the old standard that 
negatively affect people with mobility 
and strength disabilities; and, as 
recognized in the preamble to the 
proposed rule, nearly all of the facilities 
covered under the proposed rule are 
already subject to the 2010 Standards. 

Response: OCR appreciates the 
concern raised by the commenters and 
agrees with the reasoning underlying 
the recommendation. OCR has thus 
modified the language in § 92.203(b) to 
state that each facility or part of a 
facility in which health programs or 
activities are conducted that is 
constructed or altered by or on behalf of, 
or for the use of, a recipient or State- 
based MarketplaceSM in conformance 
with the 1991 Standards or the 2010 
Standards is deemed to comply with the 
requirements of the final rule with 
respect to those facilities, if the 
construction or alteration was 
commenced before the effective date of 
the final rule. Conformance with the 
UFAS will constitute compliance with 
the requirements of the final rule only 
with respect to facilities where 
construction or alteration was 
commenced before the effective date of 
the final rule and only where the facility 
or part of the facility was not covered 
by the 1991 Standards or 2010 
Standards. 

Comment: One commenter 
recommended that OCR limit the 
facility accessibility requirements to 
areas of facilities that actually host 
consumers (patients of providers, in- 
person enrollees, etc.) and not apply 
them to covered entities’ facilities more 
generally. The commenter observed that 
the ADA standards apply to places of 
public accommodation, and that if a 
facility is not public–facing, existing 
ADA requirements for employees 
already apply and do not need to be 
incorporated into this rule. The 
commenter believed that limiting these 
requirements to public-facing areas of 
entities would address consumer needs 

without creating undue financial and 
administrative burdens. As an example, 
the commenter stated that many issuers 
operate call centers that do not provide 
face-to-face services to their consumers; 
therefore, the commenter asserted, it is 
unclear why the call center would need 
to comply with physical facility 
accessibility standards. 

Response: OCR notes that applying 
the building accessibility requirement to 
facilities or parts of facilities not used in 
any manner by customers or other 
program beneficiaries in most cases 
would be inconsistent with the limited 
application of the final rule to 
employment and employees. Thus, this 
provision is interpreted in light of the 
limitations on coverage of employment 
in § 92.101(a) (2); as such, the building 
accessibility requirement does not apply 
to facilities or parts of facilities that are 
visited only by employees of the 
covered entity except as provided in 
§ 92.208. We believe that this approach 
is consistent with the ACA’s goal of 
increasing consumer access to health 
care services and with Section 1557’s 
focus on discrimination against patients, 
enrollees and other beneficiaries in 
health programs and activities. 

However, we also note that the ADA 
applies to employment and, in addition, 
that nearly all of the entities subject to 
the facility access requirements in the 
final rule are also subject to facility 
access requirements under Section 504. 
Complaints of discrimination related to 
program accessibility can be brought by 
employees under the ADA and Section 
504, and entities should ensure that 
they are in compliance with 
accessibility requirements, including 
the 2010 Standards, under the ADA. 

Comment: Several commenters 
recommended that OCR require covered 
entities to make each of their existing 
facilities accessible to and usable by 
persons with disabilities. These 
commenters were concerned that if the 
accessibility requirement is not applied 
to each individual facility, then a large 
for-profit insurance carrier could decide 
that, among the great majority of its 
providers who operate in existing 
facilities, only a small percentage need 
to be physically accessible or have 
accessible equipment. Moreover, 
commenters expressed concern that 
those accessible providers could be 
clustered together in some central 
location, and whenever a member called 
member services and mentioned the 
need for accessibility, that member 
would be actively directed toward the 
more limited subset of accessible 
provider offices. 

Response: The change urged by the 
commenter would constitute a new 

requirement that is inconsistent with 
existing standards under Title II of the 
ADA and Section 504, neither of which 
has been interpreted to require each 
existing facility to be accessible; rather, 
they require that the recipient operate 
each program or activity so that, when 
viewed in its entirety, it is readily 
accessible to individuals with 
disabilities.216 Thus, we decline to 
accept the recommendation. We do note 
that issuers covered by this rule are 
responsible for ensuring that their 
health programs provide equal access to 
individuals without discrimination on 
the basis of disability. OCR also notes 
that most providers are recipients of 
Federal financial assistance from HHS 
and are themselves independently 
subject to the nondiscrimination 
requirements, including program 
accessibility requirements, in the final 
rule as well as under Title III of the 
ADA. 

Comment: Some commenters urged 
that the requirement to comply with 
accessibility standards be primarily 
placed on the owners of buildings and 
facilities, rather than on the providers 
who rent space. One commenter said 
that OCR should provide resources and 
training to small business renters so that 
they understand what terms in their 
leases are necessary to ensure that 
landlords take reasonable responsibility 
for ensuring their facilities comply with 
Section 1557. 

Response: OCR declines to accept the 
recommendation to place primary 
responsibility for compliance with 
accessibility standards on building 
owners. Under longstanding legal 
interpretations of the ADA and Section 
504, building owners and lessees each 
have obligations to refrain from 
discriminating with respect to program 
access. OCR also is declining to develop 
resources and training specifically for 
small business renters, but notes that 
the Department of Justice has materials 
on compliance with accessibility 
standards under the ADA that may be of 
use to these entities.217 In addition, the 
ADA National Network in HHS supports 
ten regional centers that provide 
information, guidance and training on 
the ADA through services tailored to 
meet the needs of business, government 
and individuals at local, regional and 
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2010). 

national levels.218 OCR also will 
develop and make available, before the 
effective date of the final rule, training 
materials that cover requirements 
related to accessibility for individuals 
with disabilities. 

Comment: Some commenters urged 
OCR to exempt entities that are places 
of public accommodation under Title III 
of the ADA from the requirements for 
physical accessibility under Section 
1557, stating that additional 
requirements are confusing and 
burdensome for small providers. 
Another commenter recommended that 
if a health program or activity would 
not, under Title III of the ADA, be 
required to be in compliance with a 
given standard under the 2010 
Standards, then the health program or 
activity should also be exempt from that 
standard for the purposes of Section 
1557 enforcement. 

Response: While entities subject to 
Title III of the ADA include both entities 
that receive Federal financial assistance 
and those that do not, the final rule 
applies only to entities that receive 
Federal financial assistance, as well as 
the Department and entities established 
under Title I of the ACA. We believe it 
is reasonable to hold entities that 
receive Federal financial assistance to 
the accessibility requirements under the 
final rule, regardless of the standards to 
which they might be subject under Title 
III. 

Comment: Some commenters said that 
OCR should require covered entities to 
make publicly available information on 
whether medical diagnostic equipment 
is accessible, so that individuals with 
disabilities can make informed 
decisions when choosing a health care 
provider. A number of commenters 
recommended that new accessibility 
standards should be applicable only 
when physicians upgrade or replace 
their existing equipment. 

Response: As the preamble to the 
proposed rule noted, standards for 
accessible medical equipment are in 
development by the Access Board; thus, 
OCR is not requiring compliance with 
specific accessibility standards at this 
time. In the absence of such standards, 
covered entities are not in a position to 
advise or publicize whether their 
equipment complies with particular 
standards. Nonetheless, we noted and 
reiterate here that general accessibility 
standards that apply to health programs 
and activities apply to medical 
equipment, and health service providers 
must ensure that their health programs 

and activities offered through the use of 
medical equipment are accessible to 
individuals with disabilities. 

Summary of Regulatory Changes 
For the reasons set forth above and 

considering the comments received, we 
have revised § 92.203(a) to state that 
each covered facility must comply with 
the 2010 Standards, if the construction 
or alteration was commenced on or after 
the effective date of the final rule, 
except that if a covered facility was not 
covered by the 2010 Standards prior to 
the effective date of the final rule, it 
must comply with the 2010 Standards if 
the construction was commenced after 
18 months after the effective date of the 
final rule. 

For the reasons set forth above and 
considering the comments received, we 
have also modified the language in 
§ 92.203(b) to state that each covered 
facility constructed or altered in 
conformance with the 1991 Standards or 
the 2010 Standards will be deemed to 
comply with the requirements of this 
section and with 45 CFR 84.23(a) and 
(b), cross-referenced in § 92.101(b)(2)(i) 
with respect to those facilities, if the 
construction or alteration was 
commenced before the effective date of 
the final rule. Further, each covered 
facility that was constructed or altered 
in conformance with UFAS will be 
deemed to comply with the 
requirements of this section and with 45 
CFR 84.23(a) and (b), cross-referenced in 
§ 92.101(b)(2)(i) with respect to those 
facilities, if the construction was 
commenced before the effective date of 
the final rule and the facility was not 
covered by the 1991 Standards or 2010 
Standards. 

Accessibility of Electronic and 
Information Technology (§ 92.204) 

In § 92.204(a), we proposed to require 
covered entities to ensure that their 
health programs or activities provided 
through electronic and information 
technology are accessible to individuals 
with disabilities, unless doing so would 
impose undue financial and 
administrative burdens or would result 
in a fundamental alteration in the nature 
of an entity’s health program or 
activity.219 For example, we stated that 
a Health Insurance MarketplaceSM 
creating a Web site for application for 
health insurance coverage must ensure 
that individuals with disabilities have 
an equal opportunity to benefit from the 
Web site’s tool that allows comparison 
of health insurance coverage options, 

quick determination of eligibility, and 
facilitation of timely access to health 
insurance coverage by making its new 
Web site accessible to individuals who 
are blind or who have low vision. 

We noted that this provision is 
consistent with existing standards 
applicable to covered entities. 
Specifically, Section 508 of the 
Rehabilitation Act requires that 
electronic and information technology 
developed, procured, maintained, or 
used by Federal agencies be accessible 
for individuals with disabilities. Section 
508 applies to HHS administered health 
programs or activities, including the 
Federally-facilitated Marketplaces. 
Section 504, which applies to recipients 
of Federal financial assistance, 
including issuers that receive Federal 
financial assistance, and Titles II and III 
of the ADA, which apply to State and 
local government entities and places of 
public accommodation, respectively, 
similarly have been interpreted to 
require that covered entities’ programs, 
services, and benefits provided through 
electronic and information technology 
be accessible to individuals with 
disabilities.220 In addition, some States 
have adopted Section 508 or Web 
Content Accessibility Guidelines 
(WCAG) standards for State agency Web 
sites or electronic and information 
technology more broadly. 

In paragraph (b), we proposed to 
require State-based Marketplaces and 
recipients of Federal financial assistance 
to ensure that their health programs and 
activities provided through Web sites 
comply with the accessibility 
requirements of Title II of the ADA. We 
noted that our proposed regulatory text 
cross-references the Title II regulations 
as a whole, therefore incorporating any 
future changes to the Title II regulations. 
We also noted that these requirements 
are informed by the Department’s 
extensive experience with web-based 
technology through Federal grant- 
making programs, including programs 
that provide funds for State 
infrastructure changes to allow 
electronic applications for coverage 
through the Medicaid program and the 
Health Insurance Marketplaces, 
provider adoption of electronic health 
records, and the development of web- 
based curricula for health care 
professionals. 

In the proposed rule, we explained 
that based on the Department’s prior 
experience in this field, we believe that 
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including an explicit, rather than 
implicit, requirement for electronic and 
information technology is necessary to 
clarify the obligations of covered 
entities to make this technology 
accessible. In addition, we noted that 
absent an explicit requirement for 
accessible electronic and information 
technology, people with disabilities 
might not have opportunities to 
participate in services, programs, and 
activities that are equal to and as 
effective as those provided to others, 
further exacerbating existing health 
disparities for persons with disabilities. 

Given the existing requirements under 
Section 504, Section 508, and the ADA 
applicable to information provided 
through electronic and information 
technology as a whole, and given the 
importance of technologies, such as 
kiosks and applications, to access to 
health care, health-related insurance 
and other health-related coverage, we 
proposed to include an explicit 
accessibility requirement that applies to 
all of a covered entity’s electronic and 
information technology, rather than to 
web access only. We sought comment 
on this proposal. 

We also proposed a general 
accessibility performance standard for 
electronic and information technology, 
rather than a requirement for 
conformance to a specific set of 
accessibility standards. We provided 
that the application of this general 
accessibility performance standard 
would be informed by future 
rulemaking by the Access Board and the 
Department of Justice. We sought 
comment on whether the regulation 
should impose a general accessibility 
performance standard for electronic and 
information technology or require that 
electronic and information technology 
comply with standards developed 
pursuant to Section 508 by the Access 
Board,221 or the Worldwide Web 
Consortium’s Web Accessibility 
Initiative’s WCAG 2.0 AA. 

As noted above, we proposed that 
covered entities would have a defense to 
making their health programs and 
activities provided through electronic 
and information technology accessible if 
doing so would impose undue financial 
and administrative burdens or would 
result in a fundamental alteration in the 
nature of the health program or activity. 
In determining whether an action would 
impose such undue burdens, we 
proposed that a covered entity must 
consider all resources available for use 
in the funding or operation of the health 
program or activity. 

We noted that when undue financial 
and administrative burdens or a 
fundamental alteration are determined 
to exist, the covered entity is still 
required to provide information in a 
format other than an accessible 
electronic format that would not result 
in such undue financial and 
administrative burdens or a 
fundamental alteration, but would 
ensure, to the maximum extent possible, 
that individuals with disabilities receive 
the benefits or services of the health 
program or activity that are provided 
through electronic and information 
technology. 

The comments and our responses 
regarding § 92.204 are set forth below. 

Comment: A few commenters 
objected to § 92.204’s focus on 
individuals with disabilities. These 
commenters noted that Section 1557’s 
nondiscrimination mandate guards 
against discrimination on the basis of 
race, color, national origin, sex, and age, 
as well as disability. Therefore, these 
commenters recommended that OCR 
state in § 92.204 that covered entities 
must ensure that their health programs 
or activities provided through electronic 
information and technology are 
accessible to individuals in all protected 
classes, not just individuals with 
disabilities. 

Response: Section 92.204 addresses 
the unique accessibility issues for 
individuals with disabilities. However, 
§ 92.204’s focus on disability does not 
limit the application of general 
nondiscrimination principles to the 
accessibility of health programs and 
activities offered through electronic and 
information technology to other groups. 
Thus, the general prohibition of 
discrimination set forth in § 92.101(a) 
requires the accessibility of health 
programs and activities offered through 
electronic and information technology, 
without discrimination on the basis of 
race, color, national origin, sex, age, or 
disability. 

Comment: One commenter expressed 
concern that many patients and clients 
lack internet connectivity in their 
homes and communities. This 
commenter stated that while providers 
should design web-based tools and 
resources that are user-friendly, 
appropriate, and effective for patients 
and clients with disabilities, the 
providers will need to use alternative 
creative means to meet the needs of 
those they serve who lack such 
connectivity in their homes or 
communities. 

Response: OCR recognizes that many 
persons lack internet connectivity in 
their homes and communities and may 
therefore be unable to access web-based 

tools and resources provided by covered 
entities, and encourages entities to 
develop creative means to meet the 
needs of these individuals. 

Comment: Several commenters asked 
that OCR clarify the scope of the 
electronic and information technology 
requirements. Specifically, these 
commenters asked OCR whether 
§ 92.204’s requirements are limited to 
the provision of health services. 

Response: Section 92.204’s 
requirements are coextensive with, and 
bounded by, the coverage of Section 
1557. Thus, the rule requires covered 
entities to make all health programs and 
activities provided through electronic 
and information technology accessible. 
Accordingly, this requirement reaches 
activities such as an online appointment 
system, electronic billing, and 
comparison of health plans offered by a 
Health Insurance Marketplace SM. OCR 
believes that the regulatory text 
encompasses this approach. 

Comment: A few commenters asked 
OCR to clarify whether the general 
requirement under subsection (a) to 
make health programs and activities that 
are provided through electronic and 
information technology accessible 
applies only to health programs or 
activities provided through electronic 
and information technology that are 
accessed by consumers or also to a 
covered entity’s internal facing 
electronic information technology. 
Other commenters urged OCR to limit 
the application of the general 
requirement under subsection (a) only 
to health programs or activities 
provided through electronic and 
information technology that are directly 
related to the activity that made the 
organization a covered entity and that 
are accessed by consumers. Conversely, 
several other commenters recommended 
that OCR extend the application of 
subsection (a) to employees of covered 
entities. 

Response: OCR addressed a similar 
issue in considering facility access 
requirements above. There, OCR noted 
that extending the facility accessibility 
requirement to facilities not used in any 
manner by customers or other program 
beneficiaries in most cases would be 
inconsistent with the limited 
application of the final rule to 
employment and employees. Thus, we 
noted that the facility accessibility 
requirement is interpreted in light of the 
limitations on coverage of employment 
in § 92.101(a)(2). 

Similarly, in considering the 
application of the requirement in the 
final rule to accessibility of health 
programs and activities offered through 
electronic and information technology, 

VerDate Sep<11>2014 18:16 May 17, 2016 Jkt 238001 PO 00000 Frm 00051 Fmt 4701 Sfmt 4700 E:\FR\FM\18MYR2.SGM 18MYR2sr
ad

ov
ic

h 
on

 D
S

K
3T

P
T

V
N

1P
R

O
D

 w
ith

 R
U

LE
S

2



31426 Federal Register / Vol. 81, No. 96 / Wednesday, May 18, 2016 / Rules and Regulations 

we are mindful that the final rule has 
limited application to employment and 
employees. In consideration of this 
limitation, we clarify that the 
accessibility requirements in the final 
rule are limited to health programs and 
activities offered through electronic and 
information technology that is used by 
consumers or other program 
beneficiaries and do not apply to 
electronic and information technology 
that is used only by employees of a 
covered entity and that does not affect 
or impact customers or program 
beneficiaries, except as provided in 
§ 92.208. 

We also note that the ADA and 
Section 504 apply to employment, and 
virtually all of the entities subject to the 
requirement for accessibility of health 
programs and activities offered through 
electronic and information technology 
in the final rule are also subject to 
similar general accessibility 
requirements in the ADA and Section 
504. Entities covered by the final rule 
should be mindful of their obligations 
under these other laws. 

Comment: Some commenters 
recommended that OCR require 
different standards for accessibility of 
electronic and information technology 
for entities covered under Title II of the 
ADA, which applies to State and local 
government entities, and entities 
covered under Title III of the ADA, 
which applies to places of public 
accommodation and commercial 
facilities. 

Response: OCR declines to apply 
different standards under the final rule. 
As noted above, State or local 
government entities that are covered 
under Section 1557 are already subject 
to the Title II standards. In addition, the 
other entities covered under Section 
1557 are health programs and activities 
that either receive Federal financial 
assistance from HHS or are conducted 
directly by HHS. Although OCR could 
apply Title II standards to States and 
local entities and Title III standards to 
private entities, we believe it is 
appropriate to hold all recipients of 
Federal financial assistance from HHS 
to the higher Title II standards as a 
condition of their receipt of that 
assistance. As a result, OCR declines to 
impose different standards as 
recommended by the commenters. This 
approach is consistent with our 
approach to § 92.202, in which we are 
applying Title II standards to all entities 
covered under Section 1557 with 
respect to effective communication. 

Comment: One commenter asked that 
OCR exempt places of public 
accommodation under the ADA from 
the requirements to make electronic and 

information technology accessible. 
Other commenters suggested that the 
electronic and information technology 
requirements in the proposed rule are 
too confusing and burdensome for small 
providers. 

Response: Places of public 
accommodation covered under the ADA 
already are required to make health 
programs and activities offered through 
electronic and information technology 
accessible to individuals with 
disabilities. The ADA does not exempt 
small providers from this requirement. 
Thus, the requirements under this final 
rule should be familiar to entities 
covered under the ADA. 

Comment: Many commenters 
recommended that OCR require 
compliance with the accessibility 
standards set forth in WCAG 2.0, with 
Level AA as the minimum benchmark. 
These commenters suggested that 
compliance with a specific standard 
would offer clarity to covered entities 
and consistency to consumers. These 
commenters also favored WCAG over 
Section 508 because WCAG is 
technology agnostic, meaning it is 
broken down by function rather than 
product-type, and can apply to future 
innovations as well as current uses of 
technology. These commenters also 
noted that the Access Board is modeling 
the refreshed Section 508 standards on 
WCAG 2.0 Level AA, ensuring that 
HHS’s adoption of such a technical 
standard guarantees that there will be 
one, universal set of accessibility 
benchmarks. 

Conversely, one commenter stated 
that OCR should not impose a specific 
accessibility standard for electronic and 
information technology, arguing that a 
specific standard may slow innovation 
and the establishment of potentially 
effective electronic information 
technology alternatives. 

Response: OCR has decided not to 
adopt specific accessibility standards at 
this time. Nonetheless, we are still 
requiring covered entities to ensure that 
health programs and activities provided 
through electronic and information 
technology are accessible to individuals 
with disabilities, unless doing so would 
impose undue financial and 
administrative burdens or would result 
in a fundamental alteration in the nature 
of an entity’s health program or activity. 
Thus, when a covered entity chooses to 
provide a health program or activity 
through electronic and information 
technology, the entity must ensure that 
the technology is accessible as necessary 
for individuals with disabilities to have 
equal access to the health program or 
activity. In our experience, where a 
covered entity chooses to provide health 

programs and activities through 
electronic and information technology, 
it is difficult to ensure compliance with 
accessibility requirements without 
adherence to standards such as the 
WCAG 2.0 AA standards or the Section 
508 standards. Accordingly, OCR 
strongly encourages covered entities 
that offer health programs and activities 
through electronic and information 
technology to consider such standards 
as they take steps to ensure that those 
programs and activities comply with 
requirements of this regulation and 
other Federal civil rights laws. Due to 
the increasing importance of electronic 
and information technology in health 
care and health insurance coverage, 
OCR will continue to closely monitor 
this area, including developments in the 
standards developed by the Department 
of Justice and the Access Board. 

Comment: A few commenters asked 
that OCR give covered entities at least 
24 months to come into compliance 
with the requirements of § 92.204 
because they believe there is a 
significant shortage of available 
expertise on electronic and information 
technology. Other commenters 
recommended that physicians should 
not be required to comply with new 
standards until they are ready to 
upgrade or purchase a new technology 
product. Still others asked that OCR 
delay enforcement pertaining to 
electronic and information technology 
until health programs and activities can 
easily select appropriate accessible 
technology that has been certified by 
OCR to comply with established 
standards for accessible technology. 

However, many other commenters 
urged OCR to reject any requests to 
delay or phase-in the requirements of 
§ 92.204. These commenters pointed out 
that § 92.204 builds on and reinforces 
other longstanding accessibility 
requirements in Federal law; 
accordingly, it should not be overly 
burdensome for covered entities to 
adjust to the requirements of this rule. 

Response: OCR is requiring 
compliance with the requirements of 
§ 92.204 as of the effective date of this 
regulation. Section 92.204 largely 
reflects existing standards under the 
ADA and Section 504, and accordingly, 
most covered entities are already 
required to meet § 92.204’s standards. 
Moreover, and with respect to those few 
covered entities that were not 
previously subject to the ADA and 
Section 504 standards, existing undue 
burden analysis provides adequate 
safeguards for covered entities that are 
unable to comply with the requirements 
of § 92.204 by the effective date. 
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222 Commenters wanted OCR to cite to 28 CFR 
35.160(a)(1), (2); 35.160(d); 35.163; and 35.164. 

Comment: One commenter suggested 
that the responsibility for redesigning 
health information and technology to 
improve accessibility should be placed 
on software vendors and developers 
rather than on issuers and providers. 

Response: The final rule applies to, 
among other entities, entities that 
conduct health programs or activities 
and that receive Federal financial 
assistance from HHS. Those entities, 
consistent with longstanding 
requirements under the ADA and 
Section 504, must make health programs 
and activities offered through electronic 
and information technology accessible 
to individuals with disabilities. This 
obligation is not new. Covered entities 
are not obligated to redesign health 
information and technology; accessible 
technology exists and is available to 
entities covered by the final rule. Thus, 
HHS is declining to make the change 
proposed. 

Comment: Several commenters 
suggested that OCR include a reference 
to specific ADA regulations requiring 
effective communication in § 92.204.222 
These commenters noted that some of 
these regulations are the legal origin of 
the final rule’s statement that covered 
entities must make health programs and 
activities provided through electronic 
and information technology accessible. 
Although these commenters 
acknowledged that not all of the 
regulations concerning auxiliary aids 
and services will apply in the electronic 
and information technology context, 
they believe that the explicit 
incorporation of relevant aspects of 
these ADA regulations would inform 
covered entities of other obligations that 
they might otherwise overlook, such as 
the obligation to consult and work with 
individuals with disabilities as part of 
the entity’s effective communication 
obligation. 

Response: OCR believes that intent is 
clear in the regulation as written. 
Although OCR is declining to include a 
reference to 28 CFR 35.160 and 
succeeding sections in § 92.204, as 
proposed by the commenters, these 
sections are incorporated in § 92.202 of 
the final rule, addressing effective 
communication with individuals with 
disabilities. Covered entities are 
required to comply with both sections of 
the final rule. 

Comment: A few commenters asked 
OCR to state that electronic information 
and technology must be functional so 
that a person with a disability can enjoy 
all of the same functionality in an 
equally effective manner and with 

substantially equivalent ease of use as a 
user without a disability. 

Response: OCR is clarifying here that 
a covered entity’s electronic and 
information technology must be 
functional as necessary to ensure that an 
individual with a disability has equal 
access to a covered entity’s health 
program and activity. We believe that 
the regulatory text encompasses this 
approach. 

Comment: Several commenters called 
attention to problems that persons with 
disabilities frequently encounter when 
attempting to access health care. For 
example, one commenter pointed out 
that health care service providers’ Web 
sites often include content like videos 
with audio components. The commenter 
noted that these videos often lack closed 
captioning or American Sign Language 
(ASL) translations that would make the 
information provided in the video 
accessible to people with hearing- 
related disabilities. Accordingly, this 
commenter suggested that OCR modify 
§ 92.204 to require covered entities to 
caption or provide ASL translations of 
audio-based content on their Web sites 
so that all audio based content is 
accessible for deaf and hard of hearing 
individuals. 

Another commenter pointed out that, 
when blind patients seek treatment at a 
doctor’s office, they are often expected 
to make appointments or fill out 
required documentation expected of 
new patients using an inaccessible 
online portal. In these situations, the 
blind patient is forced to rely on a third 
party for assistance and, regardless of 
their personal relationship, disclose 
confidential information to that person 
such as the patient’s medical history, 
illnesses, medications, and history of 
disease or genetic patterns running in 
the patient’s family. Accordingly, this 
commenter asked that OCR clarify that 
covered entities need to make online 
portals accessible so that blind 
individuals have the same level of 
privacy and confidentiality as other 
individuals. 

Response: Under the final rule, 
covered entities must ensure that the 
health programs and activities they offer 
through electronic and information 
technology are accessible to individuals 
with disabilities. OCR is not prescribing 
specific standards for ensuring 
accessibility and so declines to adopt 
the commenters’ recommendation. 
However, OCR notes that under 
§ 92.202(a), which incorporates 28 CFR 
35.160(b)(2), ‘‘[i]n order to be effective, 
auxiliary aids and services must be 
provided [to individuals with 
disabilities] . . . in such a way as to 
protect the privacy and independence of 

the individual with a disability.’’ We 
further remind covered entities to 
consider the range of accessibility issues 
that arise for individuals with 
disabilities and the technology-based 
solutions that are available to address 
these issues. The confidentiality of 
health information is a critical issue, 
and covered entities must ensure that 
the private health information of 
individuals with disabilities is 
appropriately protected. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.204 
without modification. 

Requirement To Make Reasonable 
Modifications (§ 92.205) 

In § 92.205, we proposed to require 
covered entities to make reasonable 
modifications in policies, practices, or 
procedures when necessary to avoid 
discrimination on the basis of disability, 
unless they can demonstrate that the 
modification would fundamentally alter 
the nature of the health program or 
activity. 

We did not receive any significant 
comments regarding § 92.205. For the 
reasons set forth in the proposed rule, 
we are finalizing the provisions 
proposed in § 92.205 without 
modification. 

Equal Program Access on the Basis of 
Sex (§ 92.206) 

In § 92.206, we proposed that covered 
entities be required to provide 
individuals equal access to their health 
programs or activities without 
discrimination on the basis of sex and 
to treat individuals consistent with their 
gender identity. We proposed that this 
provision applies to all covered health 
programs and activities, and prohibits, 
among other forms of adverse treatment, 
the discriminatory denial of access to 
facilities administered by a covered 
entity. We noted that this proposed 
approach is consistent with the 
principle that discrimination on the 
basis of sex includes discrimination on 
the basis of gender identity and that 
failure to treat individuals in 
accordance with their gender identity 
may constitute prohibited 
discrimination. 

We proposed one limited exception to 
the requirement that covered entities 
treat individuals consistent with their 
gender identity: That a covered entity 
may not deny or limit health services 
that are ordinarily or exclusively 
available to individuals of one gender 
based on the fact that the individual’s 
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223 45 CFR 155.120(c). 
224 45 CFR 156.200(e); 45 CFR 147.104(e); Public 

Health Service Act section 2705 (codified at 42 
U.S.C. 300gg–4). 

225 Like the proposed rule, the final rule 
separately addresses employer liability for 
discrimination in employee health benefit programs 
at § 92.208. 

226 Where an entity that acts as a third party 
administrator for an employer’s employee health 
benefit plan is legally separate from an issuer that 
receives Federal financial assistance for its 
insurance plans, we proposed to engage in a case- 
by-case inquiry to evaluate whether that entity is 
appropriately subject to Section 1557. The final rule 
addresses this further in the discussions under 
§ 92.2 and § 92.208. 

sex assigned at birth, gender identity, or 
gender otherwise recorded in a medical 
record or by a health insurance plan is 
different from the one to which such 
health services are ordinarily or 
exclusively available. For example, a 
covered entity may not deny, based on 
an individual’s identification as a 
transgender male, treatment for ovarian 
cancer where the treatment is medically 
indicated. 

For clarity and consistency within the 
final rule, we have made some technical 
revisions to § 92.206. First, regarding a 
covered entity being prohibited from 
denying or limiting health services, we 
are adding the words ‘‘to a transgender 
individual’’ after ‘‘a covered entity shall 
treat individuals consistent with their 
gender identity, except that a covered 
entity may not deny or limit health 
services, that are ordinarily or 
exclusively available to individuals of 
one gender,’’ to clarify that the 
exception is limited to transgender 
individuals. We note that similar to the 
discussion in § 92.207(b)(3), we 
recognize that not every health service 
that is typically or exclusively provided 
to individuals of one sex will be a 
health service that is appropriately 
provided to a transgender individual. 
Nothing in the rule would, for example, 
require a covered entity to provide a 
traditional prostate exam to an 
individual who does not have a 
prostate, regardless of that individual’s 
gender identity. But for health services 
that are appropriately provided to an 
individual, the covered entity must 
provide coverage for those health 
services on the same terms regardless of 
an individual’s sex assigned at birth, 
gender identity, or recorded gender. 
Second, we are deleting the phrase ‘‘in 
a medical record’’ to address concerns 
that ‘‘medical records’’ could be 
understood as referring only to clinical 
notes of a health care provider. 

The comments and our responses 
regarding § 92.206 are set forth below: 

Comment: A majority of commenters 
strongly supported the requirement that 
covered entities provide equal access to 
health programs and activities without 
discrimination on the basis of sex and 
treat individuals consistent with their 
gender identity. Several commenters 
noted that discrimination in access to 
gender-specific facilities remains one of 
the most common and harmful forms of 
sex-based discrimination against 
transgender people, singling them out 
for humiliation and causing them to 
avoid the use of such facilities and the 
associated medical care. Numerous 
commenters strongly encouraged OCR 
to strengthen § 92.206 with explicit 
protections for individuals with non- 

binary gender identities who need 
access to gender-specific programs and 
facilities, and to affirm that individuals 
with non-binary gender identities 
should be permitted to determine which 
facilities are appropriate for them. 

Response: OCR recognizes the 
difficulty that individuals with non- 
binary gender identities may face in 
accessing gender-specific programs and 
facilities. The rule makes clear that in 
order to meet their obligations under 
§ 92.206, covered entities must treat all 
individuals consistent with their gender 
identity, including with regard to access 
to facilities. OCR has revised the 
definition of ‘‘gender identity’’ to clarify 
individuals with non-binary gender 
identities are protected under the rule 
from all forms of discrimination based 
on their gender identity. Thus, OCR 
does not believe that it is necessary to 
reiterate protections for non-binary 
individuals in this context. 

Comment: Commenters noted that 
because pregnant women have 
experienced considerable 
discrimination in accessing certain 
health care services such as mental 
health care and drug treatment services, 
the final rule should state that equal 
access without discrimination on the 
basis of sex includes equal access 
without discrimination on the basis of 
pregnancy. 

Response: OCR recognizes the 
difficulty many pregnant people 
experience in accessing certain health 
care services. In response to this 
concern, OCR is clarifying here that the 
equal program access provision under 
§ 92.206 is simply a specific application 
of the more general prohibition of 
discrimination under § 92.101(a). Under 
both provisions, denial of program 
access on any of the prohibited bases, 
including pregnancy or related medical 
conditions, is prohibited. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provision as proposed in § 92.206 
with technical revisions to clarify our 
intent and ensure consistency with 
other parts of the final rule. 

Nondiscrimination in Health-Related 
Insurance and Other Health-Related 
Coverage (§ 92.207) 

In § 92.207 of the proposed rule, we 
provided specific details regarding the 
prohibition of discrimination on the 
basis of race, color, national origin, sex, 
age, or disability in the provision and 
administration of health-related 
insurance or other health-related 
coverage. We proposed that this 

prohibition applies to all covered 
entities that provide or administer 
health-related insurance or other health- 
related coverage, including health 
insurance issuers and group health 
plans that are recipients of Federal 
financial assistance and the Department 
in the administration of its health- 
related coverage programs. We noted 
that this section is independent of, but 
complements, the nondiscrimination 
provisions that apply to the Health 
Insurance Marketplaces 223 and to 
issuers of qualified health plans 224 
under other Departmental regulations, 
and that entities covered under those 
provisions and Section 1557 are 
obligated to comply with both sets of 
requirements. 

Based on the longstanding civil rights 
principles discussed in connection with 
the definition of ‘‘health program or 
activity’’ in § 92.4, we proposed to apply 
this part to all of the coverage and 
services of issuers that receive Federal 
financial assistance, whether those 
issuers’ coverage is offered through the 
Marketplace SM, outside the 
Marketplace SM, in the individual or 
group health insurance markets, or as an 
employee health benefit program 
through an employer-sponsored group 
health plan.225 We provided an example 
illustrating that an issuer participating 
in the Marketplace SM, and thereby 
receiving Federal financial assistance, 
that also offers plans outside the 
Marketplace SM would be covered by the 
regulation for all of its health plans, as 
well as when it acts as a third party 
administrator for an employer- 
sponsored group health plan.226 

Paragraph (a) proposed a general 
nondiscrimination requirement, and 
paragraph (b) provided specific 
examples of prohibited actions. 
Paragraphs (b)(1) and (2) proposed to 
address the prohibition on denying, 
cancelling, limiting, or refusing to issue 
or renew a health-related insurance plan 
or policy or other health-related 
coverage, denying or limiting coverage 
of a claim, or imposing additional cost 
sharing or other limitations or 
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227 We note that under § 92.207(a), a covered 
entity would be barred from denying coverage of 
any claim (not just sex-specific surgeries) on the 
basis that the enrollee is a transgender individual. 

228 Liza Khan, Transgender Health at the 
Crossroads, 11 Yale J. Health Pol’y L. & Ethics 375, 
393 (2011). 

229 See infra note 263. See also discussion in the 
proposed rule at 80 FR at 54189–90. 

230 45 CFR 156.122(a)(3) (for plan years beginning 
on or after Jan. 1, 2017). 

231 U.S. Dep’t of the Treasury, U.S. Dep’t of Labor, 
and U.S. Dep’t of Health & Human Servs., 
Incentives for Nondiscriminatory Wellness 
Programs in Group Health Plans (Final Rule), 78 FR 
33158 (June 3, 2013). 

232 For a discussion of Value-Based Insurance 
Design, see Affordable Care Act Implementation 
FAQs Set 5, Q1, http://www.cms.gov/CCIIO/
Resources/Fact-Sheets-and-FAQs/aca_
implementation_faqs5.html (last visited May 4, 
2016); U.S. Dep’t of the Treasury, Dep’t of Labor, 
and U.S. Dep’t of Health & Human Servs., Coverage 
of Certain Preventive Services Under the Affordable 
Care Act, Final Rule, 80 FR 41318, 41321 (July 1, 
2015); and U.S. Dep’t of Health & Human Servs., 
Center for Medicare & Medicaid Servs., Medicare 
Advantage Value-Based Insurance Design Model 
(Sept. 1, 2015), https://www.cms.gov/Newsroom/
MediaReleaseDatabase/Fact-sheets/2015-Fact- 
sheets-items/2015-09-01.html. 

restrictions, on the basis of an enrollee’s 
or prospective enrollee’s race, color, 
national origin, sex, age, or disability, 
and the use of marketing practices or 
benefit designs that discriminate on 
these bases. 

In the proposed rule, we did not 
propose to require plans to cover any 
particular benefit or service, but we 
provided that a covered entity cannot 
have coverage that operates in a 
discriminatory manner. For example, 
the preamble stated that a plan that 
covers inpatient treatment for eating 
disorders in men but not women would 
not be in compliance with the 
prohibition of discrimination based on 
sex. Similarly, a plan that covers 
bariatric surgery in adults but excludes 
such coverage for adults with particular 
developmental disabilities would not be 
in compliance with the prohibition on 
discrimination based on disability. 

In paragraphs (b)(3) through (5) of the 
proposed rule, we proposed to address 
discrimination faced by transgender 
individuals in accessing coverage of 
health services. We proposed in 
paragraph (b)(3) that to deny or limit 
coverage, deny a claim, or impose 
additional cost sharing or other 
limitations or restrictions on coverage of 
any health service is impermissible 
discrimination when the denial or 
limitation is due to the fact that the 
individual’s sex assigned at birth, 
gender identity, or gender otherwise 
recorded by the plan or issuer is 
different from the one to which such 
services are ordinarily or exclusively 
available.227 Under the proposed rule, 
coverage for medically appropriate 
health services must be made available 
on the same terms and conditions under 
the plan or coverage for all individuals, 
regardless of sex assigned at birth, 
gender identity, or recorded gender. 

In addition, we noted that many 
health-related insurance plans or other 
health-related coverage, including 
Medicaid programs, currently have 
explicit exclusions of coverage for all 
care related to gender dysphoria or 
associated with gender transition. 
Historically, covered entities have 
justified these blanket exclusions by 
categorizing all transition-related 
treatment as cosmetic or 
experimental.228 However, such across- 
the-board categorization is now 

recognized as outdated and not based on 
current standards of care.229 

OCR proposed to apply basic 
nondiscrimination principles in 
evaluating whether a covered entity’s 
denial of a claim for coverage for 
transition-related care is the product of 
discrimination. We noted that based on 
these principles, an explicit, categorical 
(or automatic) exclusion or limitation of 
coverage for all health services related 
to gender transition is unlawful on its 
face under paragraph (b)(4); in singling 
out the entire category of gender 
transition services, such an exclusion or 
limitation systematically denies services 
and treatments for transgender 
individuals and is prohibited 
discrimination on the basis of sex. 

Moreover, we proposed in 
§ 92.207(b)(5) to bar a covered entity 
from denying or limiting coverage, or 
denying a claim for coverage, for 
specific health services related to gender 
transition where such a denial or 
limitation results in discrimination 
against a transgender individual. In 
evaluating whether it is discriminatory 
to deny or limit a request for coverage 
for a particular service for an individual 
seeking the service as part of transition- 
related care, we provided that OCR will 
start by inquiring whether and to what 
extent coverage is available when the 
same service is not related to gender 
transition. If, for example, an issuer or 
State Medicaid agency denies a claim 
for coverage for a hysterectomy that a 
patient’s provider says is medically 
necessary to treat gender dysphoria, 
OCR will evaluate the extent of the 
covered entity’s coverage policy for 
hysterectomies under other 
circumstances. We noted that OCR will 
also carefully scrutinize whether the 
covered entity’s explanation for the 
denial or limitation of coverage for 
transition-related care is legitimate and 
not a pretext for discrimination. 

We noted that these provisions do 
not, however, affirmatively require 
covered entities to cover any particular 
procedure or treatment for transition- 
related care; nor do they preclude a 
covered entity from applying neutral 
standards that govern the circumstances 
in which it will offer coverage to all its 
enrollees in a nondiscriminatory 
manner. 

We invited comment as to whether 
the approach of § 92.207(b)(1)–(5) is 
over- or underinclusive of the types of 
potentially discriminatory claims 
denials experienced by transgender 
individuals in their attempts to access 
coverage and care, as well as on how 

nondiscrimination principles apply in 
this context. 

Paragraph (c) of § 92.207 of the 
proposed rule provided that the 
enumeration of specific forms of 
discrimination in paragraph (b) does not 
limit the general applicability of the 
prohibition in paragraph (a) of this 
section. Paragraph (d) of the proposed 
rule provided that nothing in § 92.207 is 
intended to determine, or restrict a 
covered entity from determining, 
whether a particular health care service 
is medically necessary or otherwise 
meets applicable coverage requirements 
in any individual case. 

The comments and our responses 
regarding § 92.207 are set forth below. 

Comment: Numerous commenters 
requested clarification regarding the 
rule’s applicability to various health 
programs or activities that are regulated 
under other Federal requirements and 
recommended that OCR deem health 
programs and activities that comply 
with existing Federal regulations as in 
compliance with, or exempt from, 
Section 1557. For example, commenters 
requested that compliance with CMS 
regulations pertaining to qualified 
health plans or insurance benefit design, 
such as prescription drug formularies 
designed by a pharmacy and 
therapeutics committee,230 be deemed 
compliance with the final rule. 
Numerous commenters also requested 
that OCR harmonize its language access 
requirements with existing CMS 
regulations. This is addressed in the 
discussion of § 92.201. 

In addition, other commenters sought 
clarification as to the applicability of the 
rule to wellness programs 231 and value- 
based insurance designs 232 that are 
regulated by other Federal departments 
and agencies, and similarly requested 
that compliance with other Federal laws 
regarding these programs be deemed 
compliance with this final rule. 
Conversely, regarding employer 
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233 See supra discussion on deeming compliance 
with other laws in the General Comments section. 

234 78 FR at 33168; U.S. Dep’t of Health & Human 
Servs., Center for Medicare & Medicaid Servs., 
Affordable Care Act Implementation FAQs Set 2, 
Q5, https://www.cms.gov/CCIIO/Resources/Fact- 
Sheets-and-FAQs/aca_implementation_faqs2.html 
(last visited May 4, 2016). 

235 The comments addressed in this section 
pertain to comments related to the implementation 
date of § 92.207. OCR also received comments 
requesting a delayed effective date for the rule in 
general, which are discussed supra under § 92.1 of 
this preamble. 

236 We note that issuers have been provided 
notice that they are subject to Section 1557 in other 
Departmental regulations (HHS’s Notice of Benefit 
and Payment Parameters for 2017, Final Rule, 80 FR 
12204, 12312 (Mar. 8, 2016); HHS’s Notice of 
Benefit and Payment Parameters for 2017, Proposed 

Rule, 80 FR 75488, 75553 (Dec. 2, 2015); HHS’s 
Notice of Benefit and Payment Parameters for 2016, 
Final Rule, 80 FR 10750, 10823 (Feb. 27, 2015)). 

237 42 U.S.C. 300gg–91(c). 

wellness programs, one commenter 
wanted OCR to expressly prohibit 
covered entities from implementing 
outcomes-based employee wellness 
programs that base financial rewards or 
penalties on outcome standards that are 
coextensive with or directly related to a 
disability, such as an outcome standard 
related to high glucose levels, which are 
directly related to diabetes. 

Response: For the same reasons 
discussed in connection with the 
General Comments above,233 we reject 
the recommendation to deem health 
programs or activities that comply with 
other Federal regulations as 
automatically in compliance with, or 
exempt from, the final rule. As a general 
matter, OCR does not view a covered 
entity’s compliance with other Federal 
regulations, adopted with different 
requirements and for different purposes, 
as determinative of a covered entity’s 
compliance with Section 1557 or other 
Federal civil rights laws that we enforce. 
Moreover, deeming compliance in this 
context must be considered in light of 
the potential harmful consequences to 
consumers’ health that may occur if 
covered entities do not adhere to civil 
rights obligations. 

While we reject deeming, OCR will 
consider a covered entity’s compliance 
with other applicable Federal laws in 
evaluating a covered entity’s 
compliance with this final rule, and will 
continue to coordinate with other 
Federal agencies to promote consistency 
and avoid duplication in enforcement 
efforts. 

Further, we clarify that evidence- 
based insurance designs and wellness 
programs offered through covered 
entities, such as a health insurance 
issuer or a group health plan that 
receives Federal financial assistance, are 
health programs or activities that are 
subject to the final rule. We decline to 
expressly prohibit a particular type of 
practice by wellness programs in the 
final rule, as complaints will be 
reviewed on a case-by-case basis. We 
note that CMS has made clear that 
covered entities are responsible for 
ensuring compliance with other 
applicable Federal and State laws, 
including nondiscrimination obligations 
under Federal laws.234 We remind 
covered entities that employer- 
sponsored wellness programs are 
considered an employee health benefit 

program and that employers will be 
subject to liability for discrimination in 
such programs under the circumstances 
identified in § 92.208. 

Comment: Several commenters 
expressed concern that covered entities 
would not be able to revise their health 
insurance coverage or other health 
coverage to comply with the regulation 
within 60 days after publication, and 
requested that the effective date of the 
final rule, in particular § 92.207, be 
delayed until January 1, 2017 or 
2018.235 These commenters explained 
that health insurance plans are filed for 
review with CMS and State insurance 
regulators during the year before the 
calendar year in which the plan is 
offered for sale. Thus, depending on the 
publication date of the final rule, the 
commenters suggested that delaying the 
effective date to plan years (in the 
individual market, policy years) 
beginning in 2017 or 2018 would be 
necessary for issuers to avoid the 
administrative challenges associated 
with applying the final rule’s 
requirements in the middle of a plan 
year or policy year, including amending 
benefit designs, revising premium rates 
if applicable, and refiling the products 
for review with CMS and State 
insurance regulators. In addition, the 
commenters noted that issuers are not 
permitted to adjust rates mid-year for 
some insurance products. 

By contrast, one commenter 
supported maintaining the proposed 
effective date, arguing that the benefits 
of more immediate implementation of 
the final rule outweigh any expenses or 
confusion associated with mid-year 
policy revisions. 

Response: We appreciate the concerns 
expressed by the commenters but we are 
maintaining the effective date as 60 days 
after the date of publication of the final 
rule, except in the limited 
circumstances described below. Section 
1557 has been in effect since its passage 
as part of the ACA in March 2010, and 
covered entities have been subject to its 
requirements since that time. To delay 
implementation of the final rule would 
delay the existing and ongoing 
protections that Section 1557 currently 
provides and has provided since 
enactment.236 

That said, we recognize that some 
covered entities will have to make 
changes to their health insurance 
coverage or other health coverage to 
bring that coverage into compliance 
with this final rule. We are sensitive to 
the difficulties that making changes in 
the middle of a plan year could pose for 
some covered entities and are 
committed to working with covered 
entities to ensure that they can comply 
with the final rule without causing 
excessive disruption for the current plan 
year. 

Consequently, to the extent that 
provisions of this rule require changes 
to health insurance or group health plan 
benefit design (including covered 
benefits, benefits limitations or 
restrictions, and cost-sharing 
mechanisms, such as coinsurance, 
copayments, and deductibles), such 
provisions, as they apply to health 
insurance or group health plan benefit 
design, have an applicability date of the 
first day of the first plan year (in the 
individual market, policy year) 
beginning on or after January 1, 2017. 

Comment: Several commenters 
representing issuers and large 
employers recommended that the rule 
exempt from Section 1557 benefits that 
constitute excepted benefits under 
section 2791(c) of the Public Health 
Service Act (codified at 42 U.S.C. 
300gg–91(c)), which generally are 
exempt from market reforms under the 
ACA and HIPAA portability 
requirements. Excepted benefits 
include, but are not limited to: limited 
scope dental and vision plans; coverage 
only for a specified disease or illness; 
and Medicare supplemental health 
insurance (also known as Medigap).237 
Commenters suggested that being 
excepted from the ACA market reforms 
and HIPAA portability requirements 
should result in exemption from Section 
1557. Others stated that covering 
excepted benefits under the rule would 
serve as a disincentive to employers to 
provide these benefits due to increased 
litigation risk. 

Response: We are not exempting 
benefits excepted from ACA market 
reforms and HIPAA portability 
requirements from the final rule. If an 
issuer providing these benefits receives 
Federal financial assistance and is 
principally engaged in providing health 
benefits, all of its operations will be 
covered by the rule; if it is not 
principally engaged, we will apply the 
rule to its federally funded health 
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238 We note that non-health-related excepted 
benefits would be covered under the rule if offered 
by a covered entity that is principally engaged in 
providing health care or health coverage. 

239 Title IX applies to these benefits to the extent 
they are provided in connection with federally 
funded educational programs or activities. 

240 42 U.S.C. 300gg–91(c). 

241 45 CFR 156.230. 
242 See, e.g., 42 U.S.C. 300gg–5(a); 42 CFR 

422.205(a). 
243 See, e.g., Title VII of the Civil Rights Act of 

1964 (42 U.S.C. 2000e–2000e–17), the ADA (42 

U.S.C. 12101 et seq.), the Age Discrimination in 
Employment Act (29 U.S.C. 621–634); Executive 
Order 11246 (30 FR 12319, 12935, 3 CFR, 1964– 
1965, as amended), Section 503 of the 
Rehabilitation Act of 1973 (29 U.S.C. Sec. 793), and 
the Vietnam Veterans’ Readjustment Assistance Act 
of 1974 (38 U.S.C. Sec. 4212). 

244 29 U.S.C. 1001 et seq. 

programs and activities. Many of the 
benefits excepted from the ACA market 
reforms and HIPAA portability rules 
will meet the definition of ‘‘health 
program and activity.’’ 238 

Nothing in the text of Section 1557 
limits its coverage only to health 
programs and activities created or 
regulated by other provisions of the 
ACA. Indeed, Section 1557’s 
incorporation of the four civil rights 
laws to which it refers, as those laws 
were amended by the CRRA, 
conclusively suggests otherwise. 
Moreover, Title VI, Section 504, and the 
Age Act independently apply to these 
benefits,239 and other civil rights laws, 
such as Title VII, apply to these benefits 
when they are provided as a fringe 
benefit of employment by employers 
covered by that law. 

There are several statutorily-defined 
categories of excepted benefits that are 
exempt from the ACA market reforms 
and HIPAA portability requirements if 
certain conditions are satisfied, such as 
when medical benefits are incidental or 
secondary to other insurance benefits, 
when the benefits are limited in scope 
or supplemental, or when the benefits 
are provided as independent, non- 
coordinated benefits.240 Excepted 
benefits do not provide comprehensive 
medical coverage and do not satisfy the 
individual or employer responsibility 
provisions under the ACA. But these 
characteristics do not justify an 
exemption from the requirements of 
Section 1557, which reflects the 
fundamental policy that entities that 
operate health programs and activities, 
any part of which receives Federal 
funds, cannot use those funds to 
discriminate—however broad or narrow 
the scope of those health programs and 
activities may be. 

Comment: Some commenters 
requested that OCR address a number of 
issues that are not within the purview 
of OCR or Section 1557, including the 
scope of essential health benefit 
coverage and establishing minimum 
network adequacy requirements. 

Response: OCR appreciates the 
commenters’ suggestions, but the 
commenters’ requests are beyond the 
scope of this regulation. CMS is 
statutorily responsible for establishing 
and regulating the scope of essential 
health benefits and network adequacy 
requirements for health insurance 

issuers. Absent any allegation that a 
covered entity has discriminated on a 
basis prohibited by Section 1557, OCR 
lacks authority to address the terms of 
these CMS regulations. 

Comment: Several commenters asked 
that OCR exercise more stringent and 
consistent oversight over consumer 
access to a wide range of specialists and 
subspecialists. Commenters pointed out 
that many qualified health plans in the 
MarketplaceSM offer network-based 
plans, and enrollee cost-sharing can be 
substantially lower when care is 
delivered by an in-network provider. 
The commenters expressed concern that 
some issuers appear to systematically 
exclude from their provider networks 
high-cost providers or those in certain 
high-cost specialties. The commenters 
suggested that narrow networks could 
potentially be discriminatory if they 
deprive patients of reasonable access to 
a specialty provider or if they 
discourage enrollment by individuals 
with specific health needs. 

Response: OCR agrees that provider 
networks with a wide range of 
specialists and subspecialists are 
beneficial for consumers and 
appreciates the concerns expressed 
about the effect of the exclusion of 
certain specialists from an issuer’s 
network. We clarify, however, that it is 
beyond the scope of this regulation to 
establish uniform or minimum network 
adequacy standards. Qualified health 
plan issuers are subject to network 
adequacy requirements under CMS 
regulations.241 

Comment: Some commenters asked 
OCR to clarify that issuers cannot 
discriminate against providers based on 
a provider’s protected status. That is, 
these commenters recommended that 
OCR make clear that Section 1557’s 
prohibition of discrimination is not 
limited in scope to the health care 
consumer and extends to other entities 
that may be engaged in health programs 
and activities. 

Response: OCR clarifies that covered 
entities providing or administering 
health-related insurance or other health- 
related coverage may not discriminate 
against or exclude health care providers 
they contract with on the basis of the 
provider’s race, color, national origin, 
sex, age, or disability. OCR reminds 
covered entities that they may have 
obligations under other Federal laws 
prohibiting discrimination against 
providers 242 or against employees.243 

Comment: A few commenters asked 
OCR to amend § 92.207(a) so that it 
more clearly describes the various 
activities that a covered entity may 
perform that are considered 
‘‘administering’’ health-related 
insurance or other health-related 
coverage. Specifically, these 
commenters asked that OCR add 
language to § 92.207(a) explaining that 
administering health-related insurance 
or other health-related coverage may 
include claims processing, rental of a 
provider network, designing plan 
benefits or policies, drafting plan 
documents, processing or adjudicating 
appeals, administering disease 
management services, and pharmacy 
benefit management. 

Response: We appreciate the 
commenters’ suggestion, but we believe 
the regulatory text is clear as written 
and does not require further 
clarification. The term ‘‘administering’’ 
is broad enough to encapsulate a variety 
of activities related to the 
administration of health-related 
insurance or other health-related 
coverage. 

Comment: We received a number of 
comments related to the proper 
handling of claims alleging 
discrimination in employee health 
benefit plans that are covered by both 
this rule and other Federal laws and 
regulations. For example, several 
commenters recommended that the rule 
not apply to the services of third party 
administrators providing administrative 
services to self-insured group health 
plans. These commenters asserted that 
Congress did not intend for third party 
administrators to be covered by Section 
1557 and asserted that third party 
administrators do not design plans, are 
not responsible for determining the 
benefits covered under the plan, and are 
required by ERISA 244 to administer 
plans as they are written. Commenters 
also asserted that coverage of third party 
administrators would indirectly subject 
self-insured group health plans to 
Section 1557 and create an unlevel 
playing field between third party 
administrators operated by issuers that 
receive Federal financial assistance and 
those that do not, thereby creating a 
disincentive for self-insured group 
health plans to contract with third party 
administrators that participate as issuers 
in the MarketplaceSM and a resulting 
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245 80 FR at 54189 n.73. 
246 See supra discussion of the CRRA under the 

discussion of ‘‘health program or activity’’ under 
§ 92.4. 

247 29 U.S.C. 1144(d). 
248 See supra discussion on deeming compliance 

with other laws in the General Comments section. 
249 See § 92.208 and discussion of § 92.208 infra. 
250 See 29 U.S.C. 1104(a)(1)(D). 

disincentive for issuers to offer qualified 
health plans on the MarketplaceSM. 
These commenters also emphasized that 
self-insured group health plans are 
already subject to extensive Federal 
regulation under ERISA. 

Some commenters representing 
issuers and larger employers also 
objected to language in footnote 73 245 in 
the preamble of the proposed rule 
stating that when an entity that acts as 
a third party administrator is legally 
separate from the issuer that receives 
Federal financial assistance, we will 
engage in a case-by-case analysis to 
determine whether the third party 
administrator is subject to the rule. 
These commenters stated that the rule 
should never extend beyond the legal 
entity that receives the Federal financial 
assistance. 

Response: We are not excluding third 
party administrator services from the 
final rule; however, we are adopting 
specific procedures to govern the 
processing of complaints against third 
party administrators. 

Third party administrator services are 
undeniably a health program or activity, 
as they involve the administration of 
health services. Under the final rule, if 
an entity that receives Federal financial 
assistance is principally engaged in 
providing or administering health 
services, health insurance coverage, or 
other health coverage, then, consistent 
with the approach taken under the civil 
rights laws referenced in Section 1557 
and under the CRRA, as discussed 
supra,246 all of its operations are 
covered. Thus, if an issuer that receives 
Federal financial assistance is 
principally engaged in providing health 
insurance and also provides third party 
administrator services, there is no 
principled basis on which to exclude 
the law’s application to the third party 
administrator services or to treat them 
differently from other entities and 
services covered by the rule. 

Commenters’ assertion that employers 
or group health plans may have an 
incentive to contract with third party 
administrators that are operated by 
entities that do not receive Federal 
financial assistance does not justify 
exempting third party administrator 
services from the rule. Commenters’ 
rationale would undermine the 
application of all of the civil rights laws 
that attach obligations to the receipt of 
Federal financial assistance; if any 
competitive disparity exists here, it is 
no different than in other types of 

businesses in which some entities 
receive Federal financial assistance and 
others do not. 

Moreover, the fact that third party 
administrators are governed by other 
Federal laws such as ERISA is not a 
reason to exempt them from Section 
1557. ERISA itself explicitly preserves 
the independent operation of civil rights 
laws, by providing that nothing in 
ERISA ‘‘shall be construed to alter, 
amend, modify, invalidate, impair, or 
supersede any law of the United States 
. . . or any rule or regulation issued 
under any such law.’’ 247 And in any 
event, the fact that entities are subject to 
regulation under other Federal statutory 
schemes adopted for other purposes 
does not justify insulating them from 
the obligation to comply with civil 
rights requirements.248 

Commenters expressed a number of 
concerns related to the relationship 
between third party administrators and 
the employers whose self-insured group 
health plans they administer. OCR 
clarifies here that, contrary to the 
understanding of some commenters, 
Section 1557’s coverage of a third party 
administrator under the rule does not 
extend to the coverage of an employer 
providing a group health plan that is 
being administered by the third party 
administrator. The rule addresses 
employer liability separately from that 
of issuers that receive Federal financial 
assistance; 249 under Section 1557, an 
employer is liable for discrimination in 
its employee health benefit programs 
only if the employer is principally 
engaged in health services, health 
insurance coverage, or other health 
coverage, or otherwise satisfies one of 
the criteria set forth in § 92.208. 
Whether an employer’s group health 
plan is administered by a third party 
administrator that is a covered entity is 
not relevant in this analysis. 

In response to commenters’ arguments 
on this point, however, OCR recognizes 
that third party administrators are 
generally not responsible for the benefit 
design of the self-insured plans they 
administer and that ERISA (and likely 
the contracts into which third party 
administrators enter with the plan 
sponsors) requires plans to be 
administered consistent with their 
terms.250 Thus, if a plan has a 
discriminatory benefit design under 
Section 1557, a third party 
administrator could be held responsible 

for plan features over which it has no 
control. 

Based on these comments, OCR is 
adjusting the way in which it will 
process claims that involve alleged 
discrimination in self-insured group 
health plans administered by third party 
administrators that are covered entities. 
Fundamentally, OCR will determine 
whether responsibility for the decision 
or other action alleged to be 
discriminatory rests with the employer 
or with the third party administrator. 
Thus, where the alleged discrimination 
is related to the administration of the 
plan by a third party administrator that 
is a covered entity, OCR will process the 
complaint against the third party 
administrator because it is that entity 
that is responsible for the decision or 
other action being challenged in the 
complaint. Where, for example, a third 
party administrator denies a claim 
because the individual’s last name 
suggests that she is of a certain national 
origin or threatens to expose an 
employee’s transgender or disability 
status to the employee’s employer, OCR 
will proceed against the third party 
administrator as the decision-making 
entity. Where, by contrast, the alleged 
discrimination relates to the benefit 
design of a self-insured plan—for 
example, where a plan excludes 
coverage for all health services related 
to gender transition—and where OCR 
has jurisdiction over a claim against an 
employer under Section 1557 because 
the employer falls under one of the 
categories in § 92.208, OCR will 
typically address the complaint against 
that employer. 

As part of its enforcement authority, 
OCR may refer matters to other Federal 
agencies with jurisdiction over the 
entity. Where, for example, OCR lacks 
jurisdiction over an employer 
responsible for benefit design, OCR 
typically will refer or transfer the matter 
to the EEOC and allow that agency to 
address the matter. The EEOC has 
informed OCR that, provided the filing 
meets the requirements for an EEOC 
charge, the date a complaint was filed 
with OCR will be deemed the date it 
was filed with the EEOC (although any 
subsequent denial of a renewed 
coverage request could be separately 
challenged by a timely complaint). 

This approach is consistent with our 
efforts to ensure coordination with other 
Federal agencies that can also exercise 
jurisdiction over the subject of a 
particular complaint. Thus, we will also 
coordinate with the Office of Personnel 
Management (OPM) in the handling of 
claims alleging discrimination in the 
Federal Employees Health Benefits 
(FEHB) Program. OPM is charged by 
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251 5 U.S.C. 8901 et seq. 
252 See, e.g., Papa v. Katy Indus., Inc., 166 F.3d 

937, 939 (7th Cir. 1999), cert. denied, 528 U.S. 1019 
(1999) (ADA, ADEA); Arrowsmith v. Shelbourne, 
Inc., 69 F.3d 1235, 1240–42 (2d Cir. 1995) (Title 
VII). 

253 Papa v. Katy Indus., Inc., 166 F.3d at 941. 
254 80 FR at 54190. 

255 See, e.g., 45 CFR 155.210(b)(2)(i) (requiring 
Exchanges to develop and publically disseminate 
Navigator training standards that ensures expertise 
in the needs of underserved and vulnerable 
populations); 81 FR 12204, 12338 (Mar. 8, 2016) 
(establishing new requirement at 45 CFR 

155.210(e)(8) to require Navigators to provide 
targeted assistance to serve underserved or 
vulnerable populations). 

256 45 CFR 156.225(b) (prohibiting qualified 
health plans from employing marketing practices or 
benefit designs that will have the effect of 
discouraging the enrollment of individuals with 
significant health needs); 45 CFR 147.104(e) 
(prohibiting a health insurance issuer from 
employing marketing practices or benefit designs 
that have the effect of discouraging the enrollment 
of individuals with significant health needs in 
health insurance coverage or discriminate based on 
an individual’s race, color, national origin, present 
or predicted disability, age, sex, gender identity, 
sexual orientation, expected length of life, degree of 
medical dependency, quality of life, or other health 
conditions); 42 CFR 422.2260–422.2615 
(establishing Part D marketing requirements). 

Federal statute 251 with offering FEHB 
plans as a fringe benefit of Federal 
employment and, in that role, approves 
benefit designs and premium rates, sets 
rules generally applicable to FEHB 
carriers, adjudicates and orders payment 
of disputed health claims, and adjusts 
policies as necessary to ensure 
compliance with nondiscrimination 
standards. As a result, OCR will refer to 
OPM complaints that allege 
discrimination in the FEHB Program 
where OPM is the entity with decision- 
making authority over the challenged 
action; OPM will treat these claims as 
complaints filed against OPM and will 
seek relief comparable to that available 
were these claims to be processed by 
OCR under Section 1557. 

In response to the comments 
requesting additional clarification on 
footnote 73 in the proposed rule, we 
reiterate that we will engage in a case- 
by-case inquiry to evaluate whether a 
third party administrator is 
appropriately subject to Section 1557 as 
a recipient in situations in which the 
third party administrator is legally 
separate from an issuer that receives 
Federal financial assistance for its 
insurance plans. This analysis will rely 
on principles developed in longstanding 
civil rights case law, such as the degree 
of common ownership and control 
between the two entities,252 and will 
also examine whether the purpose of the 
legal separation is a subterfuge for 
discrimination—that is, intended to 
allow the entity to continue to 
administer discriminatory health-related 
insurance or other health-related 
coverage.253 But we note that a third 
party administrator is unlikely to be 
covered by this final rule where it is a 
legal entity that is truly independent of 
an issuer’s other, federally funded, 
activities. 

Comment: Commenters requested 
clarification on OCR’s approach when 
evaluating whether a prohibited 
discriminatory action occurred under 
§ 92.207(b). 

Response: We clarify that OCR’s 
approach in applying basic 
nondiscrimination principles, as 
discussed in the proposed rule under 
§ 92.207(b)(5) 254 relating to coverage for 
specific health services related to gender 
transition, is the same general approach 
that OCR will take when evaluating 
denials or limitations of coverage for 

other types of health services. In other 
words, OCR will evaluate whether a 
covered entity utilized, in a 
nondiscriminatory manner, a neutral 
rule or principle when deciding to 
adopt the design feature or take the 
challenged action or whether the reason 
for its coverage decision is a pretext for 
discrimination. For example, if a plan 
limits or denies coverage for certain 
services or treatment for a specific 
condition, OCR will evaluate whether 
coverage for the same or a similar 
service or treatment is available to 
individuals outside of that protected 
class or those with different health 
conditions and will evaluate the reasons 
for any differences in coverage. Covered 
entities will be expected to provide a 
neutral, nondiscriminatory reason for 
the denial or limitation that is not a 
pretext for discrimination. 

Comment: One commenter asked OCR 
to clarify that targeted marketing 
practices designed to reach certain 
populations to increase enrollment, 
such as specific segments of those who 
are uninsured or underserved, are not 
considered discriminatory. This 
commenter pointed out that some 
issuers sometimes launch targeted 
campaigns to reach a high number of 
uninsured in their service areas. In so 
doing, issuers may study the profile of 
uninsured populations, and based on 
the results of that study, may 
concentrate their marketing efforts on 
certain demographic groups that are 
disproportionately uninsured or 
underserved. The commenter cited a 
Gallup Poll that indicated that roughly 
one-third of Hispanics remain 
uninsured, which the commenter stated 
creates a particular need for issuers to 
help educate and expand coverage for 
this community. The commenter sought 
reassurance that OCR will not consider 
it discriminatory to target enrollment 
efforts where they will make the most 
difference. 

Response: Congress intended the ACA 
to help uninsured and underserved 
populations gain access to care. Nothing 
in this regulation is intended to limit 
targeted outreach efforts to reach 
underserved racial or ethnic 
populations or other underserved 
populations. Indeed, it is OCR’s 
intention that this regulation will 
increase access for uninsured and 
underserved populations, much as other 
Departmental regulations implementing 
the ACA have strived to do.255 

Comment: Several commenters 
recommended that we define 
‘‘marketing practices’’ in the regulatory 
text of § 92.207(b)(2). These commenters 
suggested that the inclusion of a precise 
definition for ‘‘marketing practices’’ 
would serve to clarify the scope of 
§ 92.207(b)(2). 

Response: We decline to define 
‘‘marketing practices’’ in the final rule 
because to do so would be overly 
prescriptive. We emphasize, however, 
that we intend to interpret the term 
‘‘marketing practices’’ broadly; such 
practices would include, for example, 
any activity of a covered entity that is 
designed to encourage individuals to 
participate or enroll in the covered 
entity’s programs or services or to 
discourage them from doing so, and 
activities that steer or attempt to steer 
individuals towards or away from a 
particular plan or certain types of plans. 
We remind covered entities that other 
Departmental regulations address 
marketing practices,256 and covered 
entities are obligated to comply with all 
applicable Federal and State laws 
regarding such practices. 

Comment: Many commenters 
recommended that we define ‘‘benefit 
design’’ in the regulatory text of the 
final rule. These commenters suggested 
that the inclusion of a precise definition 
of ‘‘benefit design’’ would serve to 
clarify the scope of § 92.207(b)(2). In 
addition, numerous commenters 
requested that we codify or provide 
examples of benefit designs that 
discriminate on the basis of race, color, 
national origin, sex, age, or disability. A 
number of commenters urged OCR to 
consider specific types of benefit 
designs as constituting per se 
discrimination under § 92.207(b)(2) of 
the final rule. 

Response: We appreciate commenters’ 
requests for guidance and clarification 
regarding potentially discriminatory 
benefit designs and suggestions for 
scenarios that constitute per se 
discrimination. However, we decline to 
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257 We note that ‘‘benefit design’’ is a term of art 
used in other Departmental and Federal regulations 
governing the private health insurance industry. 
See e.g., 42 CFR 422.100(f)(3); 45 CFR 156.225(b); 
45 CFR 147.104(e); 29 CFR 2510.3–40(c)(1)(iv)(A). 

258 CMS has identified benefit design features that 
might be discriminatory. For example, placing most 
or all prescription medications that are used to treat 
a specific condition on the highest cost formulary 
tiers (U.S. Dep’t of Health & Human Servs., Centers 
for Medicare & Medicare Servs., Patient Protection 
and Affordable Care Act: HHS Notice of Benefit and 
Payment Parameters Rule, (Final Rule), 80 FR 
10750, 10822 (Feb. 27, 2015); U.S. Dep’t of Health 
& Human Servs., Centers for Medicare and 
Medicaid Servs., Final 2016 Letter to Issuers in the 
Federally-facilitated Marketplace, 37 (Feb. 20, 
2015)); applying age limits to services that have 
been found clinically effective at all ages (80 FR at 
10822 (Feb. 27, 2015); Final 2016 Letter to Issuers 
in the Federally-facilitated Marketplace, 36–37 
(Feb. 20, 2015)); and requiring prior authorization 
and/or step therapy for most or all medications in 
drug classes such as anti-HIV protease inhibitors, 
and/or immune suppressants regardless of medical 
evidence (Centers for Medicare and Medicaid 
Servs., Qualified Health Plan Master Review Tool, 
Non-Discrimination in Benefit Design (2017), 
https://www.cms.gov/CCIIO/Programs-and- 
Initiatives/Health-Insurance-Marketplaces/
Downloads/Master-Review-Tool_v1-1_03302016.zip 
(open ‘‘Master Review Tool_2017v1.0.xlsm’’ 
document; then open ‘‘Non-Discrimination 
Guidance’’ tab)). 

259 Title VII prohibits discrimination in 
employment practices ‘‘because of sex,’’ 42 U.S.C. 
2000e–2(a), which is defined to include ‘‘because of 
or on the basis of pregnancy, childbirth, or related 
medical conditions. . . .’’ 42 U.S.C. 2000e(k); 
Newport News Shipbuilding & Dry Dock Co. v. 
EEOC, 462 U.S. 669, 684 (1983) (‘‘discrimination 
based on a woman’s pregnancy is, on its face, 
discrimination because of her sex.’’). 

260 42 U.S.C. 300gg–91(c). 
261 80 FR at 54189. 262 80 FR at 54191. 

define ‘‘benefit design’’ in the final rule 
because to do so would be overly 
prescriptive.257 We also decline to 
codify examples of discriminatory 
benefit designs because determining 
whether a particular benefit design 
results in discrimination will be a fact- 
specific inquiry that OCR will conduct 
through its enforcement of Section 1557. 
For the same reason, we avoid 
characterizing specific benefit design 
practices as per se discriminatory in the 
final rule.258 

OCR will analyze whether a design 
feature is discriminatory on a case-by- 
case basis using the framework 
discussed above. We reiterate that our 
determination of whether a practice 
constitutes discrimination will depend 
on our careful analysis of the facts and 
circumstances of a given scenario. OCR 
recognizes that covered entities have 
discretion in developing benefit designs 
and determining what specific health 
services will be covered in their health 
insurance coverage or other health 
coverage. The final rule does not 
prevent covered entities from utilizing 
reasonable medical management 
techniques; nor does it require covered 
entities to cover any particular 
procedure or treatment. It also does not 
preclude a covered entity from applying 
neutral, nondiscriminatory standards 
that govern the circumstances in which 
it will offer coverage to all its enrollees 
in a nondiscriminatory manner. The 
rule prohibits a covered entity from 
employing benefit design or program 

administration practices that operate in 
a discriminatory manner. 

Comment: We received a number of 
comments requesting that OCR add 
language to § 92.207(b) clarifying that 
categorical exclusions of certain 
conditions, such as coverage related to 
developmental disabilities or maternity 
care, are prohibited. 

Response: While categorical 
exclusions of all coverage related to 
certain conditions could raise 
significant compliance concerns under 
Section 1557, OCR believes that existing 
regulatory language is sufficient to 
address this scenario. For example, the 
law has long recognized that 
discrimination based on pregnancy is a 
form of sex discrimination,259 and OCR 
has interpreted Section 1557 in the 
same manner by defining the term ‘‘on 
the basis of sex’’ in this regulation to 
include ‘‘discrimination on the basis of 
pregnancy, false pregnancy, termination 
of pregnancy, or recovery therefrom, 
childbirth or related medical 
conditions.’’ As a result, it is 
unnecessary to add language in 
response to commenters’ concerns. 

We note that some products known as 
excepted benefits, which are subject to 
this final rule as discussed supra, 
provide limited scope benefits or 
coverage only for a specified disease or 
illness.260 It would not be 
discriminatory for such products to 
include exclusions of coverage for 
conditions that are outside the scope of 
the benefits provided in those products. 
Accordingly, the purpose and scope of 
the coverage provided under health- 
related insurance or health-related 
coverage are factors that OCR will 
consider in determining whether an 
exclusion of all coverage for a certain 
condition is discriminatory under this 
final rule. 

Comment: In light of OCR’s statement 
in the preamble to the proposed rule 
that ‘‘[t]he proposed rule does not 
require plans to cover any particular 
benefit or service, but a covered entity 
cannot have a coverage policy that 
operates in a discriminatory 
manner,’’ 261 a few commenters asked 
OCR to clarify that the solution to a 
potentially discriminatory benefit 

design could be addition of coverage for 
a benefit or service. 

Response: OCR agrees that the 
solution to a potentially discriminatory 
benefit design could be coverage, or 
added coverage, of a benefit or service. 

Comment: The proposed rule invited 
comment as to whether the approach of 
§ 92.207(b)(1)–(5) is over- or under- 
inclusive of the types of potentially 
discriminatory claim denials 
experienced by transgender individuals 
in their attempts to access coverage and 
care, as well as on how 
nondiscrimination principles apply in 
this context.262 Many commenters 
supported OCR’s approach in 
prohibiting a range of practices that 
discriminate against transgender 
individuals by denying or limiting 
coverage for medically necessary and 
medically appropriate health services. 
Numerous commenters asserted that the 
protections at § 92.207(b)(3)–(5) are vital 
to ensuring that transgender individuals 
are able to access the health coverage 
and care they need and urged OCR to 
preserve these provisions in the final 
rule. 

For instance, many commenters 
strongly supported the proposed rule’s 
prohibition against categorical or 
automatic exclusions of coverage for all 
health services related to gender 
transition. These commenters further 
supported the proposed rule’s 
prohibition against otherwise denying 
or limiting coverage, or denying a claim, 
for health services related to gender 
transition if such a denial or limitation 
results in discrimination against a 
transgender individual. These 
commenters expressed hope that these 
prohibitions will serve to eliminate the 
significant barriers that transgender 
individuals have faced in accessing 
coverage for transition-related care, such 
as counseling, hormone therapy, and 
surgical procedures that they said had 
previously been denied to them because 
they have been viewed as cosmetic or 
experimental. Many commenters also 
favored the prohibition against denying, 
limiting, or otherwise restricting 
coverage for health services that are 
ordinarily or exclusively available to 
individuals of one sex based on an 
individual’s gender identity. 
Commenters indicated that the 
proposed rule’s protections will help to 
resolve various health care disparities 
suffered by transgender individuals. 

Several commenters, however, 
opposed the protections that the 
proposed rule affords to transgender 
individuals. Some commenters 
suggested that covered entities should 
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263 80 FR at 54189 See e.g., World Professional 
Association for Transgender Health (WPATH), 
Standards of Care for the Health of Transsexual, 
Transgender, and Gender-Nonconforming People 
(7th ed. 2011), http://www.wpath.org/uploaded_
files/140/files/ Standards Of Care, V7 Full Book.pdf; 
Institute of Medicine of the National Academies, 
The Health of Lesbian, Gay, Bisexual and 
Transgender People: Building a Foundation for 
Better Understanding (2011); 
www.nationalacademies.org/hmd/Reports/2011/
The-Health-of-Lesbian-Gay-Bisexual-and- 
Transgender-People.aspx. See also U.S. Dep’t of 
Health & Human Servs., Departmental Appeals Bd., 
Appellate Division NCD 140.3, Docket No. A–13– 
87, Decision No. 2576, 22–24 (May 30, 2014), http:// 
www.hhs.gov/dab/decisions/dabdecisions/
dab2576.pdf. 

264 See supra discussion of the definition ‘‘on the 
basis of sex’’ under § 92.4. 

265 See supra discussion on including a religious 
exemption under § 92.2. 

be permitted to categorically exclude 
coverage for transition-related health 
services based on moral or religious 
convictions that an individual’s 
biological sex, or sex assigned at birth, 
should not be altered. Other 
commenters suggested that OCR is 
exceeding its legal authority by 
addressing covered entities’ provision of 
coverage to transgender individuals 
because discrimination based on gender 
identity should not be recognized as a 
form of sex discrimination. 

Response: We agree with the 
commenters who expressed their 
general support of the protections for 
transgender individuals afforded by the 
provisions at § 92.207(b)(3)–(5), and 
therefore we are keeping the provisions 
as proposed. We believe that it is 
important to ensure that civil rights 
protections are extended to transgender 
individuals to afford them equal access 
to health coverage, including for health 
services related to gender transition. As 
we stated in the preamble to the 
proposed rule, the across-the-board 
categorization of all transition-related 
treatment, for example as experimental, 
is outdated and not based on current 
standards of care.263 

Further, we disagree with commenters 
who asserted that sex-based 
discrimination does not include 
discrimination based on gender identity. 
As discussed previously,264 OCR’s 
definition of discrimination ‘‘on the 
basis of sex’’ is consistent with the well- 
accepted interpretations of other Federal 
agencies and courts. Further, as 
previously noted in this preamble,265 
we decline to adopt a blanket religious 
exemption in the final rule as any 
religious concerns are appropriately 
addressed pursuant to pre-existing laws 
such as RFRA and provider conscience 
laws. 

Comment: A significant number of 
commenters recommended that OCR 
revise the language in § 92.207(b)(4) that 

prohibits categorical exclusions or 
limitations of ‘‘all health services 
related to gender transition’’ to remove 
the word ‘‘all,’’ and proposed 
modifications to § 92.207(b)(3)–(5) 
relating to the medical necessity or 
medical appropriateness of coverage for 
health services related to gender 
transition and sex-specific services. 
Other commenters, concerned that the 
rule may be too broadly interpreted, 
requested clarification as to when 
gender transition services or sex-specific 
services must be provided and 
recommended that the rule specify that 
such health services are to be provided 
only when medically necessary or 
medically appropriate. These 
commenters also requested that OCR 
clarify that the rule’s intent is not to 
require covered entities to cover elective 
services or mandate that it cover certain 
services. Conversely, other commenters 
specifically requested that the rule 
clarify that covered entities cannot deny 
medically necessary services for gender 
transition-related care because such 
treatment is medically necessary for 
transgender individuals. Further, some 
commenters suggested that covered 
entities must provide coverage for 
procedures or services to treat gender 
dysphoria or associated with gender 
transition when substantially similar 
procedures or services are covered for 
other conditions. For example, 
commenters observed that a 
hysterectomy to treat gender dysphoria 
is substantially similar to a 
hysterectomy performed for cancer 
treatment or prevention in a cisgender 
woman (i.e., a woman whose gender 
identity is consistent with her sex 
assigned at birth). 

Response: OCR appreciates the array 
of comments provided but does not 
believe it is necessary to revise the 
regulatory text. As noted in the 
preamble to the proposed rule, we will 
evaluate whether a particular exclusion 
is discriminatory based on the 
application of longstanding 
nondiscrimination principles to the 
facts of the particular plan or coverage. 
Under these principles, issuers are not 
required to cover all medically 
necessary services. Moreover, we do not 
affirmatively require covered entities to 
cover any particular treatment, as long 
as the basis for exclusion is evidence- 
based and nondiscriminatory. 

Thus, we reject commenters’ 
suggestion that the rule require covered 
entities to provide coverage for all 
medically necessary health services 
related to gender transition regardless of 
the scope of their coverage for other 
conditions. 

At the same time, the rule does 
require that a covered entity apply the 
same neutral, nondiscriminatory criteria 
that it uses for other conditions when 
the coverage determination is related to 
gender transition. Thus, if a covered 
entity covers certain types of elective 
procedures that are beyond those 
strictly identified as medically 
necessary or appropriate, it must apply 
the same standards to its coverage of 
comparable procedures related to 
gender transition. As a result, we 
decline to limit application of the rule 
by specifying that coverage for the 
health services addressed in 
§ 92.207(b)(3)–(5) must be provided only 
when the services are medically 
necessary or medically appropriate. 

With regard to § 92.207(b)(3), we 
recognize that not every health service 
that is typically or exclusively provided 
to individuals of one sex will be a 
health service that is appropriately 
provided to a transgender individual. 
Nothing in the rule would, for example, 
require an issuer to cover a traditional 
prostate exam for an individual who 
does not have a prostate, regardless of 
that individual’s gender identity. 
However, the issuer must cover the 
health services that are appropriately 
provided to an individual by applying 
the same terms and conditions, 
regardless of an individual’s sex 
assigned at birth, gender identity, or 
recorded gender. 

We also clarify that the prohibition in 
§ 92.207(b)(4) on categorically limiting 
coverage for all health services related 
to gender transition is intended to 
prevent issuers from placing categorical, 
arbitrary limitations or restrictions on 
coverage for all gender transition-related 
services, such as by singling out services 
related to gender transition for higher 
co-pays; it is not intended to prevent 
issuers from placing nondiscriminatory 
limitations or restrictions on coverage 
under the plan. We have revised the 
language of the provision to clarify that 
intent. 

Comment: Some commenters 
requested that the final rule define 
‘‘health services related to gender 
transition.’’ 

Response: We decline to include a 
definition of ‘‘health services related to 
gender transition.’’ OCR intends to 
interpret these services broadly and 
recognizes that health services related to 
gender transition may change as 
standards of medical care continue to 
evolve. 

The range of transition-related 
services, which includes treatment for 
gender dysphoria, is not limited to 
surgical treatments and may include, 
but is not limited to, services such as 
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266 80 FR at 54189 n.75. 

267 The Medicare program already directs 
providers to use this approach. See Dep’t of Health 
& Human Servs., Centers for Medicare & Medicaid 
Servs., Medicare Claims Processing Manual, 
Chapter 32, Transmittal 240: Special Instructions 
for Certain Claims with a Gender/Procedure 
Conflict (last revised Jan. 20, 2015), (directing 
providers to use an approved national billing code 
for sex-specific services for transgender patients to 
alert the contractor that it is not an error and to 
allow the claim to continue with normal 
processing), https://www.cms.gov/Regulations-and- 
Guidance/Guidance/Manuals/Downloads/
clm104c32.pdf. 

hormone therapy and psychotherapy, 
which may occur over the lifetime of the 
individual. We believe the flexibility of 
the general language in the final rule 
best serves transgender individuals and 
covered entities. 

Comment: Several commenters 
expressed concern that some issuers do 
not yet have the technological capability 
to avoid initial denials of coverage for 
sex-specific services for transgender 
individuals due to their computer 
systems flagging a mismatch between 
the gender of the individual identified 
at enrollment and the billing code 
associated with the biological sex that 
typically receives the health service. 
The commenters explained that issuers’ 
computer systems accommodate only 
binary gender billing codes (e.g., ‘‘male’’ 
or ‘‘female’’) and cannot accommodate 
descriptions of an enrollee’s gender 
identity. Further, commenters observed 
that the Health Insurance 
MarketplaceSM enrollment application 
available through HealthCare.gov 
permits applicants to identify 
themselves only as male or female and 
does not currently allow applicants to 
denote their gender identity. These 
commenters noted that, as a result, 
qualified health plan issuers receive 
incomplete information about an 
enrollee’s gender identity and biological 
sex. Moreover, these commenters 
requested that OCR clarify that an initial 
denial of a transgender enrollee’s claim 
due to the discrepancy between the 
enrollee’s recorded gender and the sex 
with which the health service is 
generally associated does not constitute 
discrimination if the enrollee is able to 
reverse the denial through an internal 
appeals process. 

Response: As we indicated in the 
proposed rule,266 we recognize that 
some issuers use computer systems that 
accommodate only binary gender billing 
codes that flag a gender mismatch for 
coverage of certain sex-specific services. 
We noted that such flagging, by itself, 
would not be impermissible if it does 
not result in a delay or denial of services 
or a claim for services. We reject, 
however, the commenters’ suggestion 
that an initial denial of a transgender 
enrollee’s claim should never be 
considered discriminatory as long as the 
enrollee is able to correct the denial 
through the internal appeals process. 
Requiring transgender enrollees to 
repeatedly go through the internal 
appeals process to obtain coverage for 
certain services would subject these 
enrollees to a burdensome process that 

is likely to delay their receipt of 
coverage. 

Moreover, there are available interim 
methods for correcting initial coverage 
denials due to computer systems 
flagging a gender mismatch that issuers 
can use as their computer systems are 
updated. For instance, we understand 
that current billing code practices 
include general billing code modifiers 
that are used to identify situations in 
which issuers need to evaluate further 
claims that might otherwise be 
automatically rejected. As a result, 
issuers could advise health care 
providers to submit an existing billing 
code modifier along with a claim for 
sex-specific services for a transgender 
patient to flag the billing for the issuer’s 
further review.267 Issuers are free to 
develop another method of processing 
claims for sex-specific services by 
transgender individuals as long as the 
process is not overly burdensome and 
provides timely access to care. We note 
that commenters have raised concerns 
about the Health Insurance 
MarketplaceSM enrollment application 
and will address these concerns as 
appropriate. 

Comment: One commenter 
recommended that we extend a safe 
harbor protection to issuers who 
demonstrate their good faith compliance 
with § 92.207(b)(3) for the time period 
during which they update their 
computer systems and operations to 
prevent inappropriate denials of 
coverage for sex-specific services for 
transgender enrollees. 

Response: While we reject the 
commenter’s recommendation of a safe 
harbor protection, OCR is willing to 
work with issuers to help identify 
potential interim solutions and to come 
into compliance. 

Comment: One commenter requested 
clarification regarding whether an issuer 
may require transgender enrollees to 
provide additional information related 
to their biological sex to enable the 
issuer to override inappropriate denials 
of coverage for sex-specific health 
services. Another commenter inquired 
as to whether an issuer is permitted to 
request information about an applicant’s 

biological sex on an insurance 
application form. 

Response: We understand that, in 
some instances, a covered entity may 
need to ask transgender enrollees for 
additional information, including 
information related to their biological 
sex or sex assigned at birth, to facilitate 
overriding denials of coverage for sex- 
specific health services due to gender 
billing code mismatches in their 
computer systems. We clarify in this 
preamble that a covered entity is 
permitted to ask transgender enrollees 
to provide such additional information, 
as long as the covered entity does not 
unduly burden enrollees or make 
unreasonable inquiries that serve to 
delay their receipt of coverage. In 
addition, we clarify that it is permissible 
for a covered entity to request 
information about the biological sex of 
the applicant on an insurance 
application form to assist the covered 
entity in identifying the medical 
appropriateness of sex-specific health 
services, as long as the information 
requested is not used in a 
discriminatory manner, and the 
collection and use of the information is 
otherwise lawful and complies with 
applicable HIPAA privacy requirements. 

Comment: Many commenters 
recommended revisions to § 92.207(d), 
which provides that nothing in this 
section is intended to determine, or 
restrict a covered entity from 
determining, whether a particular health 
service is medically necessary or 
otherwise meets applicable coverage 
requirements in any individual case. 
Some commenters requested that we 
revise this provision to ensure that a 
covered entity does not use criteria that 
lead to a discriminatory result in its 
medical necessity or coverage 
determinations. For example, some 
commenters suggested that we require 
covered entities to use certain treatment 
guidelines when determining medical 
necessity or coverage for transgender- 
related health services, such as those 
published by the WPATH. Conversely, 
other commenters expressed concern 
that Section 1557 may unduly restrict a 
covered entity’s ability to evaluate 
medical necessity in its coverage 
determinations and requested 
clarification that covered entities are 
permitted to require certain treatment, 
such as mental health services for 
gender dysphoria, as part of their 
medical necessity or coverage 
determinations. 

Response: We appreciate the concerns 
raised by commenters, but we are 
maintaining the language in § 92.207(d) 
without revision. OCR will not second- 
guess a covered entity’s neutral 
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268 As reflected in § 92.101(a)(2) and as discussed 
in the preamble of the proposed rule, 80 FR at 
54180, except as provided here, the proposed rule 
does not generally apply to discrimination by a 
covered entity against its own employees. Thus, the 
rule does not generally extend to hiring, firing, 
promotions, or terms and conditions of employment 
outside of those identified in § 92.208; such claims 
would continue to be brought under other laws, 
including Title VII, Title IX, Section 504, the ADA 
and the Age Discrimination in Employment Act, as 
appropriate. 

269 This approach is consistent with the basic 
principle underlying the rule and derived from 
longstanding civil rights interpretations: Where an 
entity that receives Federal financial assistance is 
principally engaged in providing or administering 
health services, health insurance coverage, or other 
health coverage, all of its operations are covered by 
Section 1557. See discussion supra of § 92.2. 

270 42 U.S.C. 2000e–2000e–17. 
271 42 U.S.C. 12101 et seq. 
272 29 U.S.C. 621–634. 

nondiscriminatory application of 
evidence-based criteria used to make 
medical necessity or coverage 
determinations. Therefore, we refrain 
from adding any regulatory text that 
establishes or limits the criteria that 
covered entities may utilize when 
determining whether a health service is 
medically necessary or otherwise meets 
applicable coverage requirements. 
Nevertheless, we caution covered 
entities that, although § 92.207(d) does 
not dictate the criteria that a covered 
entity must use, a covered entity must 
use a nondiscriminatory process to 
determine whether a particular health 
service is medically necessary or 
otherwise meets applicable coverage 
requirements. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.207 
with minor technical revisions for 
clarity, to make our intent clear, and to 
ensure consistency with other parts of 
the final rule. We are making technical 
corrections to paragraphs (b)(1), (b)(3) 
and (b)(5) to add the word ‘‘coverage’’ 
where appropriate to reconcile with 
other parts of the rule. In (b)(1), we are 
making two modifications to the 
language. We are reconciling the usage 
of ‘‘health-related insurance’’ and ‘‘other 
health-related coverage’’ by adding 
‘‘related’’ to those terms in (b)(1). We are 
also removing reference to ‘‘enrollees’’ 
as it unintentionally limited application 
of the paragraph. In (b)(2), we are 
replacing text that prohibited employing 
discriminatory marketing practices or 
benefit designs with text that prohibits 
having or implementing discriminatory 
marketing practices or benefit designs to 
clarify our intent that both having and 
applying discriminatory marketing 
practices and benefit design are 
prohibited. This clarification does not 
substantively modify the prohibition set 
forth in the proposed rule. In (b)(3), we 
are adding the words ‘‘to a transgender 
individual’’ for clarity, and are deleting 
the words ‘‘by the plan or issuer’’ for 
consistency with other parts of the rule. 
In (b)(4), we are revising the language to 
be clear that our intent was to prohibit 
categorical exclusions or limitations in 
both benefit design and administration; 
thus, we are replacing language 
prohibiting categorical or automatic 
exclusions or limitations of coverage 
with language that prohibits having or 
implementing a categorical exclusion or 
limitation of coverage. This clarification 
does not substantively modify the 
prohibition set forth in the proposed 
rule. In (b)(5), we also are revising the 

description of the prohibited actions to 
reconcile the language with other 
paragraphs in § 92.207(b). 

Employer Liability for Discrimination in 
Employee Health Benefit Programs 
(§ 92.208) 

In § 92.208, we proposed to address 
the application of Section 1557 to 
employers that offer health benefit 
programs to their employees. Under our 
proposed approach, where an entity that 
receives Federal financial assistance 
provides an employee health benefit 
program to its employees, it will be 
liable for discrimination in that 
employee health benefit program under 
this part only in three defined 
circumstances.268 In paragraph (a), we 
proposed that where an employer is 
principally engaged in providing or 
administering health services or health 
coverage and receives Federal financial 
assistance, the employer would be 
subject to Section 1557 in its provision 
or administration of employee health 
benefit programs to its employees. Thus, 
if a hospital provides health benefits to 
its employees, it will be covered by 
Section 1557 not only for the services it 
offers to its patients or other 
beneficiaries but also for the health 
benefits it provides to its employees.269 

In paragraph (b), we proposed that 
where an entity receives Federal 
financial assistance the primary 
objective of which is to fund an 
employee health benefit program, that 
entity’s provision or administration of 
the health benefit program will be 
covered by Section 1557 regardless of 
the business in which the entity is 
engaged. 

In paragraph (c), we proposed that an 
employer that is not principally engaged 
in providing or administering health 
services or health insurance coverage, 
but that operates a health program or 
activity (that is not an employee health 
benefit program) that receives Federal 
financial assistance, will be covered for 
its provision or administration of an 

employee health benefit program, but 
only with regard to employees in the 
health program or activity. Thus, we 
noted that when a State receives Federal 
financial assistance for its Medicaid 
program, the State will be governed by 
Section 1557 in the provision of 
employee health benefits for its 
Medicaid employees, but not for its 
transportation department employees, 
assuming no part of the State 
transportation department operates a 
health program or activity. 

In summary, unless the primary 
purpose of the Federal financial 
assistance is to fund employee health 
benefits, we proposed that Section 1557 
would not apply to an employer’s 
provision of employee health benefits 
where the provision of those benefits is 
the only health program or activity 
operated by the employer. 

We explained that absent the 
limitations in § 92.208, employers that 
receive Federal financial assistance for 
any purpose could be held liable for 
discrimination in the employee health 
benefit programs they provide or 
administer, even where those employers 
are not otherwise engaged in a health 
program or activity and where the use 
of Federal funds for employee health 
benefits is merely incidental to the 
purpose of the assistance. We noted that 
claims of discrimination in such 
benefits, brought against employers that 
do not operate other health programs or 
activities, could be better addressed 
under other applicable laws. For 
example, Title VII of the Civil Rights 
Act of 1964,270 the ADA,271 and the Age 
Discrimination in Employment Act 272 
address claims that an employer has 
discriminated in the provision of 
benefits, including health benefits, to its 
employees. 

We proposed to apply the same 
analysis of employer liability under 
Section 1557 whether the employee 
health benefit program is self-insured or 
fully-insured by the employer. We 
provided that where an employer that 
would otherwise be covered under this 
section creates a separate legal entity to 
administer its employee health benefit 
plan, the employer would continue to 
be liable for the nondiscriminatory 
provision of employee health benefits to 
its employees; the employer, as a 
recipient, may not, through contractual 
or other arrangements, discriminate on 
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273 By contrast, with regard to the liability of the 
legal entity that an employer creates to administer 
its employee health benefit plan, i.e., a group health 
plan, we proposed to analyze questions related to 
the application of Section 1557 on a case-by-case 
basis consistent with longstanding principles of 
nondiscrimination law. We will ask, for example, 
whether the group health plan itself receives 
Federal financial assistance, such as through receipt 
of Medicare Part D payments. If it does not, we will 
evaluate the group health plan’s relationship with 
the employer in assessing whether Section 1557 
applies to the group health plan. 80 FR at 54191 n. 
94. We noted that a group health plan may be a 
covered entity under this rule if the group health 
plan receives Federal financial assistance, as it 
operates a health program or activity by virtue of 
its provision or administration of the employee 
health benefit program. 80 FR at 54191 n. 93. 

274 Under ERISA, when a group health plan is 
established or maintained by a single employer, the 
plan sponsor is the employer, but when a group 
health plan is established or maintained by two or 
more employers, the plan sponsor is the 
association, committee, joint board of trustees, or 
other similar group of representatives of the parties 
who establishes or maintains the plan. In the case 
of a plan established or maintained by an employee 
organization, the plan sponsor is the employee 
organization. 29 U.S.C. 1002(16)(B). 

275 However, under employment discrimination 
laws like TItle VII, the employer may be liable for 
the health plan’s discrimination. See, e.g., Los 
Angeles Dept. of Water and Power v. Manhart, 435 
U.S. 702 (1978). 

276 80 FR at 54191 n. 93. 
277 Id. 

a prohibited basis against its 
employees.273 

The comments and our responses 
regarding § 92.208 are set forth below. 

Comment: One commenter expressed 
the view that while most churches or 
church boards providing employee 
health benefits through a church plan 
would not be covered under § 92.208, 
some might be covered under 
§ 92.208(c). The commenter expressed 
the concern that churches that sponsor 
plans on behalf of numerous employers 
would not know whether any of those 
employers operated a health program or 
activity and received Federal financial 
assistance and thus would be required 
to either comply with Section 1557 
requirements, even though most or all of 
the participating employers do not 
receive Federal financial assistance, or 
exclude the employer that receives 
Federal financial assistance from the 
plan. 

Response: The comment reflects a 
misunderstanding about the application 
of § 92.208. This section of the 
regulation applies to employers, not to 
plan sponsors. In a church plan with 
multiple participating employers, the 
plan sponsor will be an entity other 
than the employer.274 In this scenario, 
when an employer is covered under 
§ 92.208(c) and the plan sponsor is a 
different entity that does not receive 
Federal financial assistance, it is the 
employer’s obligation, not the plan 
sponsor’s, to ensure that the benefits it 
provides to employees of its health 
program or activity do not violate 
Section 1557. We note that a plan 
sponsor will be separately covered 
under Section 1557 if it receives Federal 

financial assistance and is considered a 
covered entity under this rule. 

Comment: One commenter expressed 
the view that treating a group health 
plan as an entity principally engaged in 
health coverage—and thereby subjecting 
all of its operations to Section 1557— 
undermines the limitations on employer 
liability under § 92.208. The commenter 
expressed concern that any employer 
that offers a self-insured group health 
plan to its employees would be 
accountable under Section 1557 for any 
discrimination by that group health 
plan. 

Response: The commenter has 
misunderstood the relationship between 
the obligations of an employer and the 
application of the rule to a separate 
group health plan providing the 
employer’s employee health benefit 
program. The fact that a group health 
plan is principally engaged in providing 
health services, health insurance 
coverage, or other health coverage, and 
therefore must comply with Section 
1557 in all of its operations does not 
necessarily mean that an employer 
offering an employee health benefit 
program will be liable for a Section 1557 
violation by the group health plan.275 
Employers will be liable under Section 
1557 only under the circumstances set 
forth in 92.208. 

Comment: Two commenters requested 
clarification of whether tax credits 
claimed by an employer that purchases 
health insurance coverage through the 
Small Business Health Options Program 
(SHOP) MarketplaceSM and the health 
insurance plan purchased through a 
SHOP are covered by the rule. 

Response: The tax credit to a small 
employer participating in the SHOP 
MarketplaceSM is not considered 
Federal financial assistance from the 
Department under this rule because the 
tax credit is not administered by the 
Department. 

Comment: Some comments suggested 
eliminating or drastically revising 
§ 92.208 to make clear that all covered 
entities are covered in their provision of 
employee health benefits. One 
commenter suggested adding ‘‘employee 
health benefits plan’’ to the definition of 
‘‘health program or activity.’’ Another 
asserted that § 92.208 is unnecessary 
because all group health plans are 
health programs or activities. One 
commenter recommended that OCR 
include in the regulatory text the 
substance of footnote 93 from the 

preamble of the proposed rule,276 which 
clarifies that, regardless of whether an 
employer is liable for a discriminatory 
employee health benefit plan, an issuer 
that is a covered entity will be liable for 
discrimination in the health insurance 
coverage it offers to employers. 

Response: We decline to eliminate or 
revise § 92.208 in the manner proposed 
by these commenters. As we explained 
in the preamble to the proposed rule,277 
absent the limitations in § 92.208, 
employers that receive Federal financial 
assistance for any purpose could be held 
liable for discrimination in the 
employee health benefits they provide 
or administer, even where those 
employers are not otherwise engaged in 
a health program or activity and where 
the use of Federal funds for employee 
health benefits is merely incidental to 
the purpose of the Federal assistance. 
We do not believe that Congress 
intended for Section 1557 to apply in 
such circumstances. We reiterate that 
issuers that receive Federal financial 
assistance and are principally engaged 
in providing or administering health 
services, health insurance coverage, or 
other health coverage are liable for the 
health insurance coverage offered to 
employers in connection with a group 
health plan. 

Comment: Some commenters asked us 
to make clear that employer-provided 
benefits are covered by the rule even if 
the employer does not contribute to the 
cost of these benefits and the entire cost 
is borne by the employee or other 
beneficiary. 

Response: The rule does not limit 
employer liability for discrimination in 
employee health benefit programs to 
those benefits for which the employer 
pays for part or all of the cost. Thus, if 
an employer would otherwise be liable 
for discrimination in an employee 
health benefit program, the fact that the 
employer did not pay for part of the cost 
of these benefits does not remove it from 
the reach of 92.208. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.208 
with minor technical revisions to ensure 
consistency with other parts of the final 
rule by adding the words ‘‘or other 
health coverage.’’ 

Nondiscrimination on the Basis of 
Association (§ 92.209) 

In § 92.209 of the proposed rule, we 
specifically addressed discrimination 
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278 See, e.g., McGinest v. GTE Service Corp., 360 
F. 3d 1103, 1118 (9th Cir. 2004), cert. denied, 552 
U.S. 1180 2008) (holding that harassment of white 
employee who associated with African American 
employees was discrimination under Title VII); 
Tetro v. Elliot Popham Pontiac,Oldsmobile, Buick & 
GMC Trucks Inc., 173 F.3d 988, 993–96 (6th Cir. 
1999) (holding that white plaintiff with biracial 
child stated a claim under Title VII based on his 
own race because Title VII protects victims of 
discriminatory animus towards third persons with 
whom one associates); Parr v. Woodmen of the 
World Life Ins., 791 F.2d 888, 892 (11th Cir. 1986) 

(‘‘Where a plaintiff claims discrimination based 
upon an interracial marriage or association, he 
alleges by definition that he has been discriminated 
against because of his race.’’) 

279 42 U.S.C. 12182(b)(1)(E)(Title III); 28 CFR 
35.130(g) (Title II). See generally http://
www.eeoc.gov/facts/association_ada.html. Cf. 
Loeffler v. Staten Island Univ. Hosp., 582 F.3d 268, 
277 (2d Cir. 2009) (permitting associational 
discrimination claim under Section 504); Falls v. 
Prince George’s Hosp. Ctr., No. Civ. A 97–1545, 
1999 WL 33485550 at * 11 (D. Md. Mar. 16, 1999) 
(holding that parent had an associational 
discrimination claim under Section 504 when 
hospital required hearing parent to act as interpreter 
for child who was deaf). Cf. Questions and Answers 
About the Americans with Disabilities Act’s 
Association Provision. 280 See discussion of § 92.101(a) supra. 

281 See 45 CFR 80.8(a). 
282 No. 14–CV–2037 2015 WL 1197415 (D. Minn. 

Mar. 16, 2015). 

faced by an individual or an entity on 
the basis of the race, color, national 
origin, age, disability, or sex of an 
individual with whom the individual or 
entity is known or is believed to have 
a relationship or association. We 
explained that the language of Section 
1557 makes clear that individuals may 
not be subject to any form of 
discrimination ‘‘on the grounds 
prohibited by’’ Title VI and other civil 
rights laws; the statute does not restrict 
that prohibition to discrimination based 
on the individual’s own race, color, 
national origin, age, disability or sex. 
Further, we noted that a prohibition on 
associational discrimination is 
consistent with longstanding 
interpretations of existing anti- 
discrimination laws, whether the basis 
of discrimination is a characteristic of 
the harmed individual or an individual 
who is associated with the harmed 
individual.278 A prohibition on 
associational discrimination is also 
consistent with the approach taken in 
the ADA, which includes a specific 
prohibition of discrimination based on 
association with an individual with a 
disability.279 

The comments and our responses 
regarding § 92.209 are set forth below. 

Comment: A few commenters 
recommended that OCR add the words 
‘‘or deter’’ to the prohibition on 
associational discrimination, so that 
§ 92.209 would read as follows: ‘‘A 
covered entity shall not exclude or deter 
from participation in, deny the benefits 
of, or otherwise discriminate against an 
individual or entity in its health 
programs or activities on the basis of the 
race, color, national origin, age, 

disability, or sex of an individual with 
whom the individual or entity is known 
or believed to have a relationship or 
association.’’ 

Response: We believe the regulatory 
text, as it is currently written, 
encompasses this approach. It is well 
established in civil rights law that 
deterrence is a form of exclusion.280 

Comment: Several comments 
recommended that the rule state that 
unlawful discrimination based on 
association occurs when a provider is 
subject to adverse treatment because the 
provider is known or believed to 
furnish, refer or support services that 
are medically appropriate for, ordinarily 
available to, or otherwise associated 
with a patient population protected by 
Section 1557. 

Response: To clarify, the rule 
prohibits covered entities from 
discriminating against any individual or 
entity on the basis of a relationship or 
association with a member of a 
protected class. The term ‘‘individual or 
entity’’ includes providers. Thus, for 
example, an issuer covered by the rule 
may not use the fact that a provider’s 
clientele is primarily composed of 
individuals with limited English 
proficiency to disqualify an otherwise 
eligible and qualified provider from 
participation in the issuer’s network; 
such a decision would discriminate 
against the provider on the basis of the 
provider’s association with a national 
origin group. We believe that the 
regulatory text encompasses this 
approach. 

Comment: Commenters asked OCR to 
clarify whether § 92.209’s prohibition of 
discrimination on the basis of 
association prohibits discrimination 
against individuals in same sex 
relationships. 

Response: We will interpret the 
language of § 92.209 consistent with our 
interpretation of the term ‘‘on the basis 
of sex,’’ as described in § 92.4 above. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.209 as 
proposed without modification. 

Subpart D—Procedures 

Enforcement Mechanisms (§ 92.301) 
In proposed § 92.301, we restated the 

language of Section 1557 regarding 
enforcement, which provides that the 
enforcement mechanisms under Title 
VI, Title IX, the Age Act, or Section 504 
apply for violations of Section 1557. We 
noted that these existing enforcement 

mechanisms include requiring covered 
entities to keep records and submit 
compliance reports to OCR, conducting 
compliance reviews and complaint 
investigations, and providing technical 
assistance and guidance. We further 
noted that where noncompliance or 
threatened noncompliance cannot be 
corrected by informal means, the 
enforcement mechanisms provided for 
and available under the civil rights laws 
referenced in Section 1557 include 
suspension of, termination of, or refusal 
to grant or continue Federal financial 
assistance; referral to the Department of 
Justice with a recommendation to bring 
proceedings to enforce any rights of the 
United States; and any other means 
authorized by law.281 In addition, we 
provided that based on the statutory 
language, a private right of action and 
damages for violations of Section 1557 
are available to the same extent that 
such enforcement mechanisms are 
provided for and available under Title 
VI, Title IX, Section 504, or the Age Act 
with respect to recipients of Federal 
financial assistance. We further 
provided that a private right of action 
and damages are available for violations 
of Section 1557 by Title I entities. We 
invited comment on these positions. 

The comments and our responses 
regarding § 92.301 are set forth below. 

Comment: Many commenters 
requested that OCR clarify that all 
enforcement mechanisms available 
under the statutes listed in Section 1557 
are available to each Section 1557 
plaintiff, regardless of the plaintiff’s 
protected class. Thus, for example, an 
individual could bring a race claim 
under the Age Act procedure and an age 
claim under the Title VI procedure. 

Under this approach, given that the 
Age Act authorizes a private right of 
action for disparate impact claims, a 
private right of action would exist for 
disparate impact claims of 
discrimination on the basis of race, 
color, or national origin. 

The commenters primarily rely on 
reasoning in Rumble v. Fairview Health 
Services,282 in which the U.S. District 
Court for the District of Minnesota 
discussed the standards to be applied to 
Section 1557 private right of action 
claims and stated: ‘‘It appears Congress 
intended to create a new, health- 
specific, anti-discrimination cause of 
action that is subject to a singular 
standard, regardless of plaintiff’s 
protected class status. Reading Section 
1557 otherwise would lead to an 
illogical result, as different enforcement 
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mechanisms and standards would apply 
to a Section 1557 plaintiff depending on 
whether plaintiff’s claim is based on her 
race, sex, age, or disability. For example, 
it would not make sense for a Section 
1557 plaintiff claiming race 
discrimination to be barred from 
bringing a claim using a disparate 
impact theory but then allow a Section 
1557 plaintiff alleging disability 
discrimination to do so.’’ 283 

Similarly, many commenters 
requested that the regulation clarify that 
a private right of action exists for 
disparate impact claims, arguing, like 
commenters discussed above, that all 
enforcement mechanisms should be 
available to all Section 1557 
complainants. A few commenters 
requested that the availability of a 
private right of action be addressed in 
the final rule itself, rather than in the 
preamble. 

Response: OCR interprets Section 
1557 as authorizing a private right of 
action for claims of disparate impact 
discrimination on the basis of any of the 
criteria enumerated in the legislation. At 
the same time, OCR is incorporating its 
existing procedures for its 
administrative processing of complaints; 
thus, we will use our current processes 
to address age discrimination on the one 
hand and race, color, national origin, 
sex, or disability on the other hand. This 
approach will enable us to be consistent 
in our processing of complaints under 
OCR’s other authorities in instances 
where we have concurrent jurisdiction 
under Section 1557 and the other civil 
rights laws it references. This approach 
is not intended to limit the availability 
of judicial enforcement mechanisms. 
We note as well that both the proposed 
and the final rule specify that a private 
right of action is available under Section 
1557. 

Comment: A few commenters 
suggested that the text of the regulation 
specifically mention the availability of 
compensatory damages. Although OCR 
discussed the availability of 
compensatory damages in the preamble 
of the NPRM, commenters 
recommended that explicit 
authorization for compensatory damages 
in the regulation would strengthen the 
enforcement of Section 1557. 

Response: OCR has added a provision 
to § 92.301 to make clear in the 
regulation that compensatory damages 
are available. Our interpretation of 
Section 1557 as authorizing 
compensatory damages is consistent 
with our interpretations of Title VI, 
Section 504, and Title IX. 

Comment: Many commenters 
requested that OCR involve the 
Department of Justice (DOJ) in all 
Section 1557 investigations and 
compliance reviews where DOJ has 
concurrent jurisdiction, and that OCR 
refer cases to DOJ for litigation, where 
appropriate. 

Response: Although OCR recognizes 
the importance of working with DOJ and 
other agencies, it would not be a 
productive use of resources to include 
DOJ in every case in which it has 
concurrent jurisdiction. OCR has been 
enforcing Section 1557 since it became 
effective in 2010 and continues to 
investigate and resolve Section 1557 
cases over which it has jurisdiction. 
OCR involves DOJ in investigations 
where appropriate and will continue to 
do so. And, as § 92.209 makes clear, 
OCR has the authority to refer cases to 
DOJ for litigation where efforts at 
compliance have been unsuccessful. 

Comment: Some commenters 
recommended that HHS agreements 
with State agencies and State contracts 
with Medicaid managed care 
organizations include 
nondiscrimination provisions that 
obligate the State agencies to ensure 
compliance with nondiscrimination 
requirements. 

Response: OCR agrees that 
nondiscrimination provisions in 
contracts help covered entities to ensure 
that contractors do not discriminate 
against program beneficiaries. Although 
this rule does not require such 
provisions in contracts, OCR has 
worked with HHS entities to include 
such language in their contracts in the 
past, and OCR will continue to look for 
opportunities to promote compliance 
with civil rights laws through 
nondiscrimination provisions in 
contracting in the future. 

Comment: Several commenters 
recommended that the regulatory text 
specifically provide that OCR will 
conduct compliance reviews and 
perform outreach. These commenters 
expressed concern that individual 
complaint resolution, as an enforcement 
mechanism, will be inadequate to 
achieve widespread compliance with 
the Section 1557 final rule. 

Response: We recognize the need for 
OCR to employ the full range of 
enforcement tools in order to ensure 
compliance with the law, and we intend 
to continue in our robust enforcement of 
Section 1557. We do not believe that 
any changes to regulatory text are 
necessary, since the rule contemplates 
and authorizes the suite of enforcement 
mechanisms that OCR has long 
employed. 

Comment: Some commenters 
recommended that HHS, and not States, 
should be the primary enforcement 
agency for benefit design issues. These 
commenters asserted that State 
enforcement would lead to inconsistent 
results. 

Response: OCR is responsible for 
enforcement with respect to benefit 
design issues under Section 1557. States 
have an important role in ensuring 
compliance with nondiscrimination 
requirements respecting insurance, 
including benefit design, under CMS 
regulations and applicable State laws. It 
is beyond the scope of this rulemaking 
to change State obligations under those 
laws. 

Comment: Some commenters 
recommended that OCR be required to 
publish the outcomes of all resolved 
Section 1557 complaints and statistics 
regarding Section 1557 complaints 
received by OCR. 

Response: We decline to accept this 
recommendation, but OCR will continue 
to include information and corrective 
action plans and resolution agreements 
on the OCR Web site. 

Comment: Some commenters 
recommended that OCR allow at least a 
one-year period with no administrative 
sanctions if a covered entity can 
demonstrate good faith compliance. 
These commenters suggested that this 
approach will promote compliance 
while covered entities, OCR, and 
consumers become familiar with the 
requirements of the regulation. 

Response: We appreciate the 
commenters’ recommendation, but we 
decline to accept it because, while good 
faith is relevant under certain CMS 
regulations with which covered entities 
may be familiar, courts have not treated 
good faith as a consideration in 
assessing whether a covered entity is in 
compliance with the civil rights laws 
referenced in Section 1557. We are 
retaining this principle in interpreting 
whether a covered entity is in 
compliance with Section 1557. That 
said, OCR has the authority and 
discretion to consider a range of factors 
when reviewing cases and determining 
appropriate remedies, including 
consideration of steps taken by covered 
entities to ensure compliance with the 
law, compliance with other Federal 
regulations regarding the issue, 
timeframes for implementation of 
corrective action and resources to 
facilitate compliance. 

Comment: Some commenters 
suggested that the final rule mandate 
training for employees of entities 
required to comply with the 
requirements of Section 1557. 
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Response: Although OCR encourages 
covered entities to train employees on 
compliance with Section 1557 
periodically, OCR does not believe it is 
necessary for the final rule to mandate 
training. However, to facilitate training 
that covered entities choose to provide, 
we are preparing and will make 
available a training curriculum for their 
use in advance of the effective date of 
the rule. We also expect to engage in 
outreach and technical assistance to 
promote understanding of and 
compliance with the final rule. 

Comment: Several commenters stated 
that the final rule should require OCR 
to perform unannounced, onsite reviews 
of covered entities to ensure compliance 
with Section 1557. 

Response: While OCR may consider 
performing unannounced, onsite 
reviews where appropriate, OCR does 
not believe it is necessary to include a 
requirement to do so in the final rule. 

Comment: Some commenters 
recommended that the regulation permit 
class actions and third party complaints 
in court. Other commenters 
recommended that the regulation 
provide for the availability of attorneys’ 
fees in successful private suits. These 
commenters pointed out that many 
individuals who are subject to 
discrimination will be unable to afford 
a retainer for an attorney. Some 
commenters recommended that suits be 
allowed only in the State where the 
MarketplaceSM is located, not any 
Federal district court in a district in 
which a complainant resides. 

Response: Although these issues are 
outside the scope of this regulation, 
nothing in Section 1557 changes the 
laws that otherwise would govern 
eligibility for attorneys’ fees, including 
the Civil Rights Attorney’s Fees Award 
Act of 1976,284 laws that otherwise 
would govern venue,285 or laws that 
otherwise would govern initiation of 
class action lawsuits.286 

Comment: Some commenters 
suggested that the regulation prohibit 
issuers from including clauses requiring 
mandatory binding arbitration of 
Section 1557 complaints. These 
commenters asserted that such 
arbitration is unfair to consumers. 

Response: We decline to accept the 
commenters’ suggestion because it is 
outside the scope of this regulation. 

Summary of Regulatory Changes 

For the reasons set forth above and in 
the proposed rule and considering the 
comments received, we have revised 

§ 92.301 to re-designate existing text as 
§ 92.301(a) and add a new subsection (b) 
stating that compensatory damages for 
violations of Section 1557 are available 
in administrative and judicial actions, 
as they are under authorities referenced 
in Section 1557. 

Procedures for Health Programs and 
Activities Conducted by Recipients and 
State-Based Marketplaces (§ 92.302) 

In § 92.302, we proposed the 
procedures that will apply to 
enforcement of Section 1557 in health 
programs and activities conducted by 
recipients and State-based 
Marketplaces. We noted that the 
administrative procedures provided for 
and available under Title VI are found 
in the regulation implementing Title 
VI.287 We explained that these 
administrative procedures are 
incorporated into the regulation 
implementing Title IX 288 and Section 
504 with respect to recipients.289 In 
paragraph (a), we proposed to 
incorporate these procedures into 
Section 1557 with respect to race, color, 
national origin, sex, and disability 
discrimination. 

We also explained that the 
administrative procedures provided for 
and available under the Age Act are 
found in the regulation implementing 
the Age Act.290 In paragraph (b), we 
proposed to incorporate these 
procedures into Section 1557 with 
respect to age discrimination. 

In paragraph (c), we provided that an 
individual may bring a civil action in a 
United States District Court in which a 
recipient or State-based MarketplaceSM 
is located or does business, as provided 
for and available under Section 1557. 

The comments and our responses 
regarding § 92.302 are set forth below. 

Comment: A few commenters asserted 
that any enforcement provisions that 
apply to Health Insurance Marketplaces 
should apply whether the 
MarketplaceSM is operated by the State 
or Federal government. 

Response: OCR declines to 
incorporate the commenter’s request 
that Marketplaces operated by the 
Federal government be subject to the 
same enforcement provisions as 
Marketplaces operated by State 
governments. Under the regulations 
implementing Section 504, federally 
assisted programs, including federally 
assisted programs operated by States, 
and federally conducted programs are 
subject to separate enforcement 

procedures.291 OCR believes that this 
approach has worked successfully in the 
past and has decided to retain separate 
procedures for federally conducted 
health programs and activities, 
including Health Insurance 
Marketplaces operated by HHS, and 
other health programs and activities, 
including Health Insurance 
Marketplaces operated by States. 

Comment: Some commenters 
suggested that OCR use the enforcement 
scheme of Title VI for all discrimination 
under Section 1557. By contrast, some 
commenters recommended that the final 
rule should require mediation for all 
Section 1557 complaints. A few 
commenters requested that OCR require 
exhaustion of administrative remedies 
before individuals could pursue a 
private right of action. 

Response: OCR declines to adopt 
these recommendations. OCR has 
decided to retain administrative 
procedures and application of the 
procedures consistent with OCR’s 
existing procedures for complaints. 
Mediation and exhaustion of 
administrative remedies will still be 
required for age discrimination 
allegations in complaints, but not for 
allegations of other covered types of 
discrimination. 

Summary of Regulatory Changes 
For the reasons set forth in the 

proposed rule and considering the 
comments received, we are finalizing 
the provisions proposed in § 92.302 
with two modifications. As addressed 
previously in the discussion of the 
comments on § 92.5 (Assurances), the 
text that was previously found at 
§ 92.302(c) has been moved to 
§ 92.302(d), and § 92.302(c) now 
clarifies OCR’s ability to initiate 
enforcement procedures where a 
recipient or State-based Marketplace SM 
fails to provide OCR with requested 
information. 

Procedures for Health Programs and 
Activities Administered by the 
Department (§ 92.303) 

In the proposed rule, we noted that 
Section 1557 expressly states that the 
enforcement mechanisms provided for 
and available under Title VI, Title IX, 
Section 504, or the Age Act shall apply 
for purposes of violations of Section 
1557. We also noted that the 
administrative procedures provided for 
and available under Section 504—the 
only one of these statutes that applies to 
federally conducted, as well as federally 
assisted, programs—for programs and 
activities administered by the 
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Department are found in the regulation 
implementing Section 504.292 We 
provided that these procedures shall 
apply with respect to complaints and 
compliance reviews of health programs 
or activities administered by the 
Department, including the Federally- 
facilitated Marketplaces, concerning 
discrimination on the basis of race, 
color, national origin, sex, age, or 
disability. 

In the proposed rule, we proposed to 
add two provisions that are not found in 
Section 504 enforcement procedures for 
programs conducted by the Department. 
We proposed that the first provision, 
which reflects OCR’s practice under 
Section 504 and mirrors similar 
requirements under the Title VI 
regulation with regard to access to 
information, is designed to ensure that 
OCR has the ability to obtain all of the 
relevant information needed to 
investigate a complaint or determine 
compliance in a particular health 
program or activity administered by the 
Department. 

We further proposed language 
prohibiting the Department, including 
Federally-facilitated Marketplaces, from 
retaliating against any individual for the 
purpose of interfering with any right or 
privilege under Section 1557 or the 
proposed rule or because the individual 
has made a complaint, testified, 
assisted, or participated in any manner 
in an investigation, proceeding, or 
hearing under Section 1557 or this 
proposed rule. We explained that 
Section 504 of the Rehabilitation Act, to 
which the Department is already 
subject, provides that the procedures, 
rights, and remedies under Title VI are 
available to any individual aggrieved by 
an act or failure to act by any recipient 
of Federal financial assistance or 
Federal provider of such financial 
assistance under Section 504. Thus, we 
noted that the prohibition on retaliation 
under Title VI 293 would apply to the 
Department under Section 504. We 
noted that the retaliation provision in 
the proposed rule is simply an 
extension of this existing prohibition. 
We further noted that this provision is 
also in accordance with a similar 
requirement for recipients under the 
Title VI regulations. The Department 
should hold itself to the same standards 
to which it holds recipients of Federal 
financial assistance.294 

Summary of Regulatory Changes 

We did not receive any significant 
comments regarding § 92.303. For the 
reasons set forth in the proposed rule, 
we are finalizing the provisions 
proposed in § 92.303 without 
modification. 

Information Collection Requirements 

The notice of proposed rulemaking 
called for new collections of 
information under the Paperwork 
Reduction Act of 1995.295 As defined in 
implementing regulations,296 
‘‘collection of information’’ comprises 
reporting, recordkeeping, monitoring, 
posting, labeling and other similar 
actions. In this section, we first identify 
and describe the entities that must 
collect the information, and then we 
provide an estimate of the total annual 
burden. The estimate covers the 
employees’ time for reviewing and 
posting the collections required. 

The final rule calls for the same 
collections of information as the notice 
of proposed rulemaking, with one 
addition: The cost estimates for covered 
entities to develop and implement a 
language access plan, should the 
covered entities choose to do so, given 
that development and implementation 
of a language access plan is one of the 
factors that the Director will consider, if 
relevant, in assessing whether a covered 
entity has met its obligation to take 
reasonable steps to provide meaningful 
access to each individual with limited 
English proficiency. 

Title: Nondiscrimination in Health 
Programs and Activities. 

OMB Control Number: XXXX–XXXX. 
Summary of the Collection of 

Information: The final rule estimates 
four categories of information 
collection: (1) Submission of an 
assurance of compliance form, per 
§ 92.5; (2) posting of a 
nondiscrimination notice and posting of 
taglines, under § 92.8; (3) development 
and implementation of a language 
access plan, anticipated per § 92.201; 
and (4) designation of a compliance 
coordinator and adoption of grievance 
procedures for covered entities with 15 
or more employees, per § 92.7. Each 
category is described in the following 
analysis. 

Under the final rule, each entity 
applying for Federal financial 
assistance, each health insurance issuer 
seeking certification to participate in a 

MarketplaceSM, and each entity seeking 
approval to operate a Title I entity is 
required to submit an assurance that its 
health programs and activities will be 
operated in compliance with Section 
1557. 

In addition, each covered entity 
subject to the final rule is required to 
post a notice of individuals’ civil rights 
and covered entities’ obligations, 
including acknowledging that the 
covered entity provides auxiliary aids 
and services, free of charge, in a timely 
manner, to individuals with disabilities, 
when such aids and services are 
necessary to provide an individual with 
a disability an equal opportunity to 
benefit from the entity’s health 
programs or activities; and language 
assistance services, free of charge, in a 
timely manner, to individuals with 
limited English proficiency, when those 
services are necessary to provide an 
individual with limited English 
proficiency meaningful access to a 
covered entity’s health programs or 
activities. Furthermore, each covered 
entity is required to post taglines in the 
top 15 languages spoken by individuals 
with limited English proficiency by 
relevant State or States, informing 
individuals with limited English 
proficiency that language assistance 
services are available. 

Although the final rule does not 
require covered entities to develop a 
language access plan, the development 
and implementation of a language 
access plan is one factor that the 
Director will consider when evaluating 
a covered entity’s compliance with this 
rule. We anticipate that some proportion 
of covered entities will develop and 
implement a language access plan 
following issuance of the rule. 

Additionally, each covered entity that 
employs 15 or more persons is required 
to adopt grievance procedures that 
incorporate appropriate due process 
standards and that provide for the 
prompt and equitable resolution of 
grievances alleging any action that 
would be prohibited by Section 1557. 
Each covered entity is also required to 
designate at least one individual to 
coordinate its efforts to comply with 
and carry out its responsibilities under 
Section 1557, including the 
investigation of any grievance 
communicated to it alleging 
noncompliance with Section 1557. 

Need for Information: The 
requirement that every entity applying 
for Federal financial assistance, seeking 
certification to participate in a Health 
Insurance MarketplaceSM, or seeking 
approval to operate a Title I entity, 
submit an assurance of compliance, is 
similar to the current regulatory 
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requirements under Title VI,297 Section 
504,298 and the Age Act.299 These 
requirements protect individuals by 
assuring that covered entities will 
comply with all applicable 
nondiscrimination statutes and their 
implementing regulations. 

The posting of a notice of individuals’ 
rights and covered entities’ obligations 
and the posting of taglines in the top 15 
languages spoken by individuals with 
limited English proficiency by relevant 
State or States are necessary to ensure 
that individuals are aware of their 
protections under the law, and are 
grounded in OCR’s experience that 
failures of communication based on the 
absence of auxiliary aids and services 
and language assistance services raise 
particularly significant compliance 
concerns under Section 1557, as well as 
Section 504 and Title VI. 

The development and implementation 
of a language access plan helps ensure 
meaningful access to persons with 
limited English proficiency to a covered 
entity’s health programs and activities. 
While Title VI has long required 
covered entities to take reasonable steps 
to provide persons with limited English 
proficiency meaningful access, the 
addition of a language access plan 
brings specificity and increased 
probability of implementation of the 
requirement. Although the final rule 
does not require development and 
implementation of a language access 
plan, covered entities may choose to 
develop and implement a language 
access plan because the Director will 
consider, if relevant, the language access 
plan as one factor when assessing a 
covered entity’s compliance with this 
rule. 

The requirements that every covered 
entity that employs 15 or more persons 
adopt grievance procedures and 
designate at least one individual to 
coordinate its efforts to comply with 
and carry out its responsibilities under 
Section 1557 are similar to requirements 
included in the Title IX and Section 504 
implementing regulations. Through its 
case investigation experience, OCR has 
observed that the presence of a 
coordinator and grievance procedures 
helps to bring concerns to prompt 
resolution within an entity, leading to 
lower compliance costs and more 
efficient outcomes. 

Use of Information: OCR will use this 
information to ensure covered entities’ 
adherence to the statutory requirements 
imposed under Section 1557 and this 
final rule. OCR will enforce the 

requirements by verifying during 
investigations of covered entities that an 
entity has submitted an assurance of 
compliance and posted the notice and 
taglines and, for each covered entity that 
employs 15 or more persons, that an 
individual has been designated to 
coordinate its compliance efforts and 
that appropriate grievance procedures 
have been adopted, as required. 

Description of the Respondents: The 
respondents are: the Department, each 
entity that operates a health program or 
activity, any part of which receives 
Federal financial assistance, and each 
entity established under Title I of the 
ACA that administers a health program 
or activity. These include such entities 
as hospitals, home health agencies, 
community mental health centers, 
skilled nursing facilities, and health 
insurance issuers. 

Number of Respondents: The number 
of respondents is estimated to include 
the 275,002 covered entities affected by 
the final rule. 

Burden of Response: Because the 
Department provides the assurance of 
compliance and the final rule provides 
a sample Notice, sample taglines in 64 
languages, and sample grievance 
procedures, the burden on respondents 
is minimal. Additionally, because all 
recipients of Federal financial assistance 
with 15 or more employees are already 
expected under other laws to have in 
place grievance procedures and a 
designated individual to coordinate 
their compliance responsibilities, the 
burden to comply with this requirement 
will be minimal for most respondents. 

The requirement to sign and submit 
an assurance of compliance exists under 
other civil rights regulations (Title VI, 
Section 504, Title IX, the Age Act), and 
since the Department provides a copy of 
the Assurance of Compliance form to 
covered entities, OCR believes this 
requirement adds no extra burden. OCR 
believes that the time, effort, and 
financial resources necessary to comply 
with this requirement are considered 
part of the usual and customary 
business practice and would be incurred 
by covered entities during their ordinary 
course of business. 

OCR estimates that the burden for 
responding to the proposed notice 
requirement is an average of 17 minutes 
to download and post the notice and 
that the burden to download and post 
taglines in the top 15 languages by 
relevant State or States is also an 
average of 17 minutes, for a burden total 
of 34 minutes on average at each of the 
405,534 affected establishments 
(associated with the affected covered 
entities) in the first year following 
publication of the final rule. (See 

Regulatory Impact Analysis, II. Costs, 
B.2.for a more detailed explanation of 
the differences between ‘‘firm’’ and 
‘‘establishment.’’) We estimate that 
administrative or clerical support 
personnel would perform these 
functions. Based on the wage rate for a 
Clerical Support Worker ($15.52) we 
estimate the annual burden for these 
two requirements to be approximately 
$7.1 million after adjusting for overhead 
and benefits by adjusting the wage rate 
upward by 100%. 

OCR estimates that the burden for 
developing a language access plan is 
approximately three hours of medical 
and health service manager staff time in 
the first year, and an average of one 
hour of medical and health service 
manager staff time per year to update 
the plan in subsequent years. The value 
of an hour of time for people in this 
occupation category, after adjusting for 
overhead and benefits, is estimated to be 
$89.24 based on Bureau of Labor 
Statistics (BLS) data. As discussed later 
in this analysis, we estimate that 
approximately 135,000 entities will 
develop and implement language access 
plans, as part of the requirement to take 
reasonable steps to provide meaningful 
communication with persons with 
limited English proficiency. These 
assumptions imply that the total cost of 
the development of language access 
plans will be approximately $36.0 
million (269,141 entities × 50% of 
entities × 3 hours per entity × $89.24 per 
hour) in the first year and 
approximately $12.0 million (269,141 
entities × 50% of entities × 1 hour per 
entity × $89.24 per hour) per year in 
subsequent years. 

Regarding the requirement that every 
covered entity that employs 15 or more 
persons adopt grievance procedures and 
designate at least one individual to 
coordinate its efforts to comply with 
and carry out its responsibilities under 
Section 1557, based on OCR’s complaint 
workload increase since the enactment 
of Section 1557, we anticipate that 
within the first five years following the 
rule’s enactment, complaints will 
increase approximately 0.5% in the first 
year, 0.75% in the second year, and 1% 
in years three through five, but 
eventually will drop off as covered 
entities modify their policies and 
practices in response to this final rule. 
We estimate that medical and health 
service managers will handle the 
grievances, and that a 1% increase in 
complaints will require 1% of an FTE at 
each covered entity. Using the annual 
wage rate for medical and health service 
managers ($103,680), adjusting for 
fringe benefits and overhead, and 
multiplying by the 41,250 entities 

VerDate Sep<11>2014 18:16 May 17, 2016 Jkt 238001 PO 00000 Frm 00069 Fmt 4701 Sfmt 4700 E:\FR\FM\18MYR2.SGM 18MYR2sr
ad

ov
ic

h 
on

 D
S

K
3T

P
T

V
N

1P
R

O
D

 w
ith

 R
U

LE
S

2



31444 Federal Register / Vol. 81, No. 96 / Wednesday, May 18, 2016 / Rules and Regulations 

300 Exec. Order No. 12866, 58 FR 51735 (1993). 
301 Exec. Order No. 13563, 76 FR 3821 (2011). 

302 Patient Protection and Affordable Care Act, 
Public Law 111–148, 1557, 124 Stat. 119, 260, 
(2010) (codified at 42 U.S.C. 18116). 

303 42 U.S.C. 18116(c). 

304 Kristen Suthers, American Public Health 
Association: Issue Brief: Evaluating the Economic 
Causes and Consequences of Racial and Health 
Disparities (2008), http://hospitals.unm.edu/dei/
documents/eval_cause_conse_apha.pdf; Timothy 
Waldmann, Urban Institute, Estimating the Cost of 
Racial and Ethnic Health Disparities (2009), http:// 
www.urban.org/sites/default/files/alfresco/
publication-pdfs/411962-Estimating-the-Cost-of- 
Racial-and-Ethnic-Health-Disparities.PDF; LaVera 
M. Crawley, David K. Ahn, and Marilyn A. 
Winkleby, Perceived Medical Discrimination and 
Cancer Screening Behaviors of Racial and Ethnic 
Minority Adults, 17(8), Cancer Epidemiol 
Biomarkers Prev., 1937–1944 (2008), http://
www.ncbi.nlm.nih.gov/pmc/articles/PMC2526181/. 

affected by this requirement, we 
estimate the annual burden for this 
requirement to be approximately $42.8 
million in year one, $64.2 million in 
year two, and $85.5 million for each 
year in years three, four, and five 
following publication. 

Thus, the total estimated annual 
burden cost for the proposed 
information collection requirements 
will be approximately $86.0 million in 
the first year, $76.2 million in the 
second year, and $97.5 million per year 
in years three through five following 
publication of the final rule. 

We asked for public comment on the 
proposed information collection to help 
us determine: 

1. Whether the proposed collection of 
information is necessary for the proper 
performance of the functions of OCR, 
including whether the information will 
have practical utility; 

2. The accuracy of the estimated 
burden associated with the proposed 
collection of information; 

3. How the quality, utility, and clarity 
of the information to be collected may 
be enhanced; and 

4. How the burden of complying with 
the proposed collection of information 
may be minimized, including through 
the application of automated collection 
techniques or other forms of information 
technology. 

We received no comments with 
specific data in response to numbers 
one, two, or three above. With regard to 
question four, we received comments 
asking that the proposed collection of 
information be minimized and stating 
that it is burdensome for covered 
entities to develop notices to put in 
several locations in all their facilities. 
OCR responded by proposing that OCR 
develop a model notice of important 
information and model taglines, to 
minimize the burden on covered 
entities. The new cost analysis is 
included above, in this Information 
Collection section, as well as in the 
Regulatory Impact Analysis. 

Regulatory Impact Analysis 

I. Introduction 

A. Executive Orders 12866 and 13563 

Executive Order 12866 300 directs 
agencies to assess all costs and benefits 
of available regulatory alternatives and, 
if regulation is necessary, to select 
regulatory approaches that maximize 
net benefits (including potential 
economic, environmental, public health 
and safety effects; distributive impacts; 
and equity). Executive Order 13563 301 

is supplemental to and reaffirms the 
principles, structures, and definitions 
governing regulatory review as 
established in Executive Order 12866. 
OMB has determined that this final rule 
is a ‘‘significant regulatory action’’ 
under Executive Order 12866. 
Accordingly, OMB reviewed this final 
rule. 

In general, we received few comments 
with regard to the Regulatory Impact 
Analysis (RIA), and thus the analysis in 
the final rule remains fairly similar to 
the proposed rule, although there are 
some changes. The comments will be 
addressed in each section below, as 
appropriate. 

B. The Need for a Regulation 

Section 1557 of the ACA prohibits an 
individual from being excluded from 
participation in, denied the benefits of, 
or otherwise subjected to discrimination 
on the basis of race, color, national 
origin, sex, age or disability in certain 
health programs and activities. It 
applies to any health program or 
activity, any part of which is receiving 
Federal financial assistance, and to any 
program or activity that is administered 
by an Executive Agency or any entity 
established under Title I of the ACA.302 
The Secretary of the Department is 
authorized to promulgate regulations to 
implement Section 1557 under the 
statute and 5 U.S.C. 301. The purpose of 
this regulatory action is to implement 
Section 1557 of the ACA.303 

One of the central aims of the ACA is 
to expand access to health care and 
health coverage for all individuals. 
Equal access for all individuals without 
discrimination is essential to achieving 
this goal. Discrimination in the health 
care context can often lead to poor and 
inadequate health care or health 
insurance or other coverage for 
individuals and exacerbate existing 
health disparities in underserved 
communities. Individuals who have 
experienced discrimination in the 
health care context often postpone or do 
not seek needed health care; individuals 
who are subject to discrimination are 
denied opportunities to obtain health 
care services provided to others, with 
resulting adverse effects on their health 
status. Moreover, discrimination in 
health care can lead to poor and 
ineffective distribution of health care 
resources, as needed resources fail to 
reach many who need them. The result 
is a marketplace comprised of higher 
medical costs due to delayed treatment, 

lost wages, lost productivity, and the 
misuse of people’s talent and energy.304 

We received comments suggesting 
that we consider either writing a more 
informative than prescriptive regulation 
or delaying the regulation. The 
Department’s current experience, 
however, points to the importance of a 
regulation that is prescriptive in the 
sense that it provides concrete guidance. 
The Department continues to receive 
many complaints of discrimination and 
continues to provide technical 
assistance and outreach in order to 
promote compliance. In addition, the 
majority of the comments from the 
public in response to the proposed rule 
favored speedy issuance of a strong 
regulation. 

To help address the issues of 
nondiscrimination in health programs 
and activities, this regulation seeks to 
clarify the application of the 
nondiscrimination provision in the ACA 
to any health program or activity 
receiving Federal financial assistance 
from or administered by HHS or any 
entity established under Title I. Such 
clarity will promote understanding of 
and compliance with Section 1557 by 
covered entities and the ability of 
individuals to assert and protect their 
rights under the law. 

In addition, Executive Order 13563 
directs Federal agencies to improve 
regulations and regulatory review by 
promoting the simplification and 
harmonization of regulations and to 
ensure that regulations are accessible, 
consistent, and easy to understand. 
Regulations implementing the civil 
rights laws referenced in Section 1557 
contain certain inconsistencies across 
common areas and subject matters, 
reflecting, among other things, 
differences in time and experience 
when the regulations were issued. The 
regulation attempts to harmonize these 
variations where possible. 

We received comments asking that the 
regulation be written in plain language. 
The approach we adopt in the final rule 
is to simplify and make uniform, 
consistent, and easy to understand the 
various nondiscrimination requirements 
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305 U.S. Dep’t of Health & Human Servs., Center 
for Medicare & Medicaid Servs., CMS Provider of 
Service file, June 2014, https://www.cms.gov/
Research-Statistics-Data-and-Systems/Files-for- 
Order/NonIdentifiableDataFiles/
ProviderofServicesFile.html. 

306 U.S. Dep’t of Health & Human Servs., Health 
Res. & Servs. Admin., Justification of Estimates for 
Appropriation Committee For Fiscal Year 2016, 53, 
http://www.hrsa.gov/about/budget/
budgetjustification2016.pdf. 

307 Id. at 69. 
308 Qualified Health Plans Landscape Individual 

Market Medical, Data.HealthCare.gov (2015), 

https://data.healthcare.gov/dataset/2015-QHP- 
Landscape-Individual-Market-Medical/mp8z-jtg7 
(last visited May 3, 2016). 

309 80 FR at 54195. 
310 John Holahan and Irene Headen, Kaiser 

Commission on Medicaid and the Uninsured, 
Medicaid Coverage and Spending in Health Reform: 
National and State-by-State Results for Adults at or 
Below 133% FPL (2010), http://kff.org/health- 
reform/report/report-and-briefing-on-medicaid- 
coverage-and/. Estimates are based on data from FY 
2010 Medicaid Statistical Information System. 

311 Aaron Young, Humayun J. Chaudhry, Jon V. 
Thomas, & Michael Dugan, A Census of Actively 
Licensed Physicians in the United States, 2012, 99 
no.2 J. Med. Reg. 11 (2013), https://www.fsmb.org/ 
Media/Default/PDF/Census/census.pdf. 

312 80 FR at 54195. 

and rights available under Section 1557, 
as appropriate. 

The analysis that follows is similar to 
the analysis set forth in the proposed 
rule, except as specified in each of the 
sections that follow. 

C. Examples of Covered Entities and 
Health Programs or Activities Under the 
Final Regulation 

This final rule applies to any entity 
that has a health program or activity, 
any part of which receives Federal 
financial assistance from the 
Department, any health program or 
activity administered by the 
Department, or any health program or 
activity administered by an entity 
created under Title I of the ACA. The 
following are examples of covered 
entities as well as health programs or 
activities under the final rule. 

1. Examples of Covered Entities With a 
Health Program or Activity, Any Part of 
Which Receives Federal Financial 
Assistance From the Department 

This Department, through agencies 
such as the Health Resources and 
Services Administration (HRSA), the 
Substance Abuse and Mental Health 
Services Administration (SAMHSA), the 
Centers for Disease Control and 
Prevention (CDC), and the Centers for 
Medicare and Medicaid Services (CMS), 
provides Federal financial assistance 
through various mechanisms to health 
programs and activities of local 
governments, State governments, and 
the private sector. An entity may receive 
Federal financial assistance from more 
than one component in the Department. 
For instance, federally qualified health 
centers receive Federal financial 
assistance from CMS by participating in 
the Medicare or Medicaid programs and 
also receive Federal financial assistance 
from HRSA through grant awards. 
Because more than one funding stream 
may provide Federal financial 
assistance to an entity, the examples we 
provide may not uniquely receive 
Federal financial assistance from only 
one HHS component. 

(1) Entities receiving Federal financial 
assistance through their participation in 
Medicare (excluding Medicare Part B) or 
Medicaid (about 133,343 facilities).305 
Examples of these entities include: 
Hospitals (includes short-term, rehabilitation, 

psychiatric, and long-term) 
Skilled nursing facilities/nursing facilities— 

facility-based 

Skilled nursing facilities/nursing facilities— 
freestanding 

Home health agencies 
Physical therapy/speech pathology programs 
End stage renal disease dialysis centers 
Intermediate care facilities for individuals 

with intellectual disabilities 
Rural health clinics 
Physical therapy—independent practice 
Comprehensive outpatient rehabilitation 

facilities 
Ambulatory surgical centers 
Hospices 
Organ procurement organizations 
Community mental health centers 
Federally qualified health centers 

(2) Laboratories that are hospital- 
based, office-based, or freestanding that 
receive Federal financial assistance 
through Medicaid payments for covered 
laboratory tests (about 445,657 
laboratories with Clinical Laboratory 
Improvement Act certification). 

(3) Community health centers 
receiving Federal financial assistance 
through grant awards from HRSA (1,300 
community health centers).306 

(4) Health-related schools in the 
United States and other health 
education entities receiving Federal 
financial assistance through grant 
awards to support 40 health 
professional training programs that 
include oral health, behavioral health, 
medicine, geriatric, and physician’s 
assistant programs.307 

(5) State Medicaid agencies receiving 
Federal financial assistance from CMS 
to operate CHIP (includes every State, 
the District of Columbia, Puerto Rico, 
Guam, the Northern Marianas, U.S. 
Virgin Islands, and American Samoa). 

(6) State public health agencies 
receiving Federal financial assistance 
from CDC, SAMHSA, and other HHS 
components (includes each State, the 
District of Columbia, Puerto Rico, 
Guam, the Northern Marianas, U.S. 
Virgin Islands, and American Samoa). 

(7) Qualified health plan issuers 
receiving Federal financial assistance 
through advance payments of premium 
tax credits and cost-sharing reductions 
(which include at least the 169 health 
insurance issuers in the Federally- 
facilitated Marketplaces receiving 
Federal financial assistance through 
advance payments of premium tax 
credits and cost sharing reductions and 
at least 11 issuers operating in the State- 
Based Marketplaces that we were able to 
identify).308 

(8) Physicians receiving Federal 
financial assistance through Medicaid 
payments, ‘‘meaningful use’’ payments, 
and other sources, but not Medicare Part 
B payments, as the Department does not 
consider Medicare Part B payments to 
physicians to be Federal financial 
assistance. The Medicare Access and 
CHIP Reauthorization Act amended 
Section 1848 of the Act to sunset 
‘‘meaningful use’’ payment adjustments 
for Medicare physicians after the 2018 
payment adjustment. 

In the proposed rule, we estimated 
that the regulation would likely cover 
almost all licensed physicians because 
they accept Federal financial assistance 
from sources other than Medicare Part 
B. We noted that most physicians 
participate in more than one Federal, 
State, or local health program that 
receives Federal financial assistance, 
and many practice in several different 
settings, e.g., they may practice in a 
hospital but also practice privately and 
develop nursing home plans of care at 
the local nursing home. We noted that 
although we have data, by program, for 
the number of physicians receiving 
payment from each program, there is no 
single, unduplicated count of 
physicians across multiple programs.309 

In the proposed rule, we provided our 
best estimate of the number of 
physicians receiving Federal financial 
assistance by analyzing and comparing 
different data sources and drawing 
conclusions from this analysis. We 
noted that, based on 2010 Medicaid 
Statistical Information System data, 
about 614,000 physicians accept 
Medicaid payments and are covered 
under Section 1557 as a result.310 This 
figure represents about 72% of licensed 
physicians in the United States when 
compared to the 850,000 in 2010.311 In 
addition, we noted that physicians 
receiving Federal payments from non- 
Part B Medicare sources would also 
come under Section 1557.312 

Earlier, before issuing the proposed 
rule, we identified several grant 
programs from various Department 
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313 The Area Health Resource File itself double 
counts physicians who are licensed in more than 
one state. See infra discussion below at II.C.1.a. 

314 U.S. Census Bureau, Statistics of U.S. 
Businesses, http://www.census.gov/econ/susb/ (last 
visited May 3, 2016). 

315 U.S. Dep’t of Labor, Bureau of Labor Statistics, 
May 2015 National Occupational Employment and 
Wage Estimates, http://www.bls.gov/oes/2014/may/ 
oes_nat.htm (last visited May 3, 2016). 

agencies that fund a variety of health 
programs in which physicians 
participate and thus come under Section 
1557, such as the National Health 
Service Corps, HRSA-funded 
community health centers, programs 
receiving National Institutes of Health 
(NIH) research grants, and SAMHSA- 
funded programs. In the proposed rule, 
we noted that physicians participating 
in a CMS gain-sharing demonstration 
project who receive gain-sharing 
payments would be covered under 
Section 1557 even if they did not 
participate in Medicare and Medicaid or 
any other health program or activity that 
receives Federal financial assistance. 
We also noted that there will be 
duplication and overlap with physicians 
who accept Medicaid or Medicare 
meaningful use payments, or other 
payments apart from Medicare Part B 
payments. Nevertheless, we noted that 
at least some of these physicians add to 
the total number of physicians reached 
under Section 1557 because some of 
them are not duplicates and do not 
accept Medicaid or Medicare 
meaningful use payments. We noted 
that although we do not have an exact 
number, adding these physicians may 
bring the total participating in Federal 
programs other than Medicare Part B to 
over 900,000. 

In the proposed rule, when we 
compared the upper bound estimated 
number of physicians participating in 
Federal programs other than Medicare 
Part B (over 900,000) to the number of 
licensed physicians counted in HRSA’s 
Area Health Resource File 
(approximately 890,000), we concluded 
that almost all practicing physicians in 
the United States are reached by Section 
1557 because they accept some form of 
Federal remuneration or reimbursement 
apart from Medicare Part B.313 

We invited the public to submit 
information regarding physician 
participation in health programs and 
activities that receive Federal financial 
assistance. We received no comments 
that would change the estimates that we 
provided; thus, the analysis in this final 
rule includes the same numbers of 
physicians as in the proposed rule. 

2. Examples of Health Programs or 
Activities Conducted by the Department 

This final rule applies to the 
Department’s health programs and 
activities, such as those administered by 
CMS, HRSA, CDC, Indian Health 
Service (IHS), and SAMHSA. Examples 
include the IHS tribal hospitals and 

clinics operated by the Department and 
the National Health Service Corps. 

3. Examples of Entities Established 
Under Title I of the ACA 

This final rule applies to entities 
established under Title I of the ACA. 
According to the CMS Center for 
Consumer Information and Insurance 
Oversight (CCIIO), there are Health 
Insurance Marketplaces covering 51 
jurisdictions: (17 State-based- 
Marketplaces and 34 Federally- 
facilitated Marketplaces). The final rule 
covers these Health Insurance 
Marketplaces. 

II. Costs 
It is important to recognize that this 

final rule, except in the area of sex 
discrimination, applies pre-existing 
requirements in Federal civil rights laws 
to various entities, the great majority of 
which have been covered by these 
requirements for years. Because Section 
1557 restates existing requirements, we 
do not anticipate that covered entities 
will undertake new actions or bear any 
additional costs in response to the 
issuance of the regulation with respect 
to the prohibition of race, color, national 
origin, age, or disability discrimination, 
except with respect to the voluntary 
development of a language access plan. 
However, we also note that the 
prohibition of sex discrimination is new 
for many covered entities, and we 
anticipate that the enactment of the 
regulation will result in changes in 
action and behavior by covered entities 
to comply with this new prohibition. 
We note that some of these actions will 
impose costs and others will not. 

Section 1557 applies to the Health 
Insurance Marketplaces. We note that 
these entities, along with the qualified 
health plan issuers participating in the 
Health Insurance Marketplaces, are 
already covered by regulations issued by 
CMS that prohibit discrimination on the 
basis of race, color, national origin, sex, 
gender identity, sexual orientation, age, 
or disability. Thus, we note that the 
impact of Section 1557 on these entities 
is limited. 

We received a few comments that 
indicated that the costs of compliance 
may be more than anticipated in the 
proposed rule. We have revised the 
analysis in this final rule based upon 
the comments and upon an updated 
statistical review of the health programs 
and activities. 

The following regulatory analysis 
examines the costs and benefits that are 
attributable to this regulation only. 

We first analyze the costs we expect 
the final rule to create for covered 
entities. We anticipate that the final rule 

will place costs on the covered entities 
in the areas of: (1) Training and 
familiarization, (2) enforcement, (3) 
posting of the nondiscrimination notice 
and taglines, and (4) revisions in 
policies and procedures, and may place 
costs on covered entities in the 
voluntary area of development of a 
language access plan. Then we examine 
the potential benefits the rule is likely 
to produce. In the subsequent analyses 
of costs in this RIA and the Regulatory 
Flexibility Act (RFA), we use data sets 
from the Census Bureau 314 and BLS 315 
for estimating burdens. 

A. Assumptions 
In the proposed rule, we made the 

following cost assessment based on 
certain key assumptions, which include: 
(1) We assume that promulgation of this 
regulation will trigger voluntary activity 
on the part of covered entities that 
would not have occurred absent the 
promulgation of the regulation—which 
generates both costs and corresponding 
benefits; (2) to the extent that certain 
actions are required under the final rule 
where the same actions are already 
required by prior existing civil rights 
regulations, we assume that the actions 
are already taking place and thus that 
they are not a burden imposed by the 
rule; (3) although the regulation does 
not require training at any specific time, 
we assume that covered entities may 
voluntarily provide one-time training to 
some employees on the requirements of 
the regulation at the time that the 
regulation is published; and (4) we 
assume that employers are most likely 
to train employees who interact with the 
public and will therefore likely train 
between 40% and 60% of their 
employees, as the percentage of 
employees that interact with patients 
and the public varies by covered entity. 
For purposes of the analysis, we assume 
that 50% of the covered entity’s staff 
will receive one-time training on the 
requirements of the regulation. We use 
the 50% estimate as a proxy, given the 
lack of certain information as described 
below. For the purposes of the analysis, 
we do not distinguish between 
employees whom covered entities will 
train and those who obtain training 
independently of a covered entity. 

B. Training and Familiarization 
In the proposed rule, we counted the 

cost of training on all aspects of the 
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316 U.S. Dep’t of Labor, Bureau of Labor Statistics, 
Occupational Employment Statistics, May 2014 
National Occupational Employment and Wage 
Estimates, United States, http://www.bls.gov/oes/
2014/may/oes_nat.htm (last visited May 3, 2016). 
This code includes health care sector data for health 
care and social assistance (including private, State 
and local government hospitals). 

317 Qualified Health Plans Landscape Individual 
Market Medical (2015), supra note 308. 

regulation, not only on the new 
responsibilities under the regulation, as 
we believe covered entities will want to 
offer comprehensive training to 
employees, recognizing that refresher 
training can provide value. We invited 
comment on whether we should count 
only the cost of training on new 
responsibilities under the regulation. 
The comments we received supported 
our assumption regarding training on all 
aspects of the regulation, and therefore 
the final rule keeps this assumption. 

In the proposed rule, we also assumed 
that covered entities will provide some 
workers (not all workers) a one-time 
awareness or familiarization training 
regarding the requirements in the 
regulation at the time of its issuance. We 
noted that many employees may work 
‘‘behind the scenes’’ at large entities, 
and may not have contact with patients 
or the general public or otherwise have 
duties impacted by the final rule’s 
requirements and therefore may have 
little need for training. However, we 
noted that we are uncertain which 
employees those are. Furthermore, we 
noted that we do not know whether an 
entity rotates employees into different 
positions that may have patient contact 
or relevant duties, or whether, over 
time, an employee will switch to a 
position that places him or her in such 
a position, which may create a need for 
training. Although we received one 
comment suggesting that we include all 
employees in the training, the comment 
did not provide evidence or data to 
support including all employees. 
Otherwise, we received no comments to 
the contrary; therefore, the final rule 
makes the same assumption that the 
proposed rule did, that covered entities 
will provide some (not all) workers a 
one-time familiarization training. 

In the proposed rule, we also noted 
that we lack information on State and 
local regulations that may require 
employees to receive training on civil 
rights provisions and whether those 
provisions are more or less rigorous 
than the ones we propose. Thus, 
workers in covered entities in State and 
local jurisdictions with civil rights 
provisions more robust than the ones we 
propose may need only minimal 
training. In State and local jurisdictions 
where civil rights provisions are not 
more robust, workers may need more 
training. As stated above, because we 
lack data on covered entities’ training 
practices, we are assuming that covered 
entities will voluntarily provide training 
on the final rule for between 40% and 
60% of their staffs. Further analysis of 
state requirements revealed that the 
states do vary in the robustness of their 
civil rights requirements, as we assumed 

in the proposed rule. Therefore, we 
chose 50% of the employees, the 
average between 40% and 60%. 

Based on comments we received, we 
added a category of training, for a one- 
time familiarization by a manager, after 
the final rule has been published. The 
manager will need to study and 
understand the regulation well enough 
to make assessments of how the entity 
will promote compliance with the rule, 
including assessing the training needs of 
the staff and the costs associated with 
the training. 

In the following section, we identify 
the pool of workers and staff that we 
anticipate may need education about the 
final rule. Next, we identify the covered 
entities that may choose to train their 
staffs to provide this knowledge. Last, 
we estimate the costs of the training 
materials and the worker time that will 
be spent in training. 

1. Number of Individuals Who Will 
Receive Training 

a. Health Care Staffs and Managers 

The first category of health care staff 
that may receive training is comprised 
of health diagnosing and treating 
practitioners. This category includes 
physicians, dentists, optometrists, 
physician assistants, occupational, 
physical, speech and other therapists, 
audiologists, pharmacists, registered 
nurses, and nurse practitioners. The 
BLS occupational code for this grouping 
is 29–1000 and the 2014 reported count 
for this occupational group is 
approximately 4.8 million. 

The second category of health care 
staff that we assume will receive 
training is comprised of degreed 
technical staff (Occupation code 29– 
2000) and accounts for 2.9 million 
workers. Technicians work in almost 
every area of health care: From x-ray to 
physical, speech, psychiatric, dietetic, 
laboratory, nursing, and records 
technicians, to name but a few areas. 

The third category of health care staff 
that we assume will receive training is 
comprised of non-degreed medical 
assistants (Occupation code 31–0000), 
and includes psychiatric and home 
health aides, orderlies, dental assistants, 
and phlebotomists. Health care support 
staffs (technical assistants) operate in 
the same medical disciplines as 
technicians, but often lack professional 
degrees or certificates. We refer to this 
workforce as non-degreed compared to 
medical technicians who generally have 
degrees or certificates. There are 
approximately 3.9 million individuals 
employed in these occupations. 

The fourth category of health care 
staff that we assume will receive 

training is health care managers 
(approximately 0.3 million based on 
BLS data for occupation code 11–9111). 
Because we assess costs of 
familiarization with the regulation for 
one manager at each entity, we assume 
that those managers will have already 
become familiar with the regulation and 
will not need additional training. 

The fifth category of health care staff 
that we assume will receive training is 
office and administrative assistants— 
Office and Administrative Support 
Occupation (Occupation code 43–0000). 
These workers are often the first staff 
patients encounter in a health facility 
and, because of this, covered entities 
might find it important that staff, such 
as receptionists and assistants, receive 
training on the regulatory requirements. 
Approximately 2.7 million individuals 
were employed in these occupations in 
health facilities in 2014.316 

One comment asked that outreach 
workers be explicitly included as a 
category to be trained. We assume that 
outreach workers are included in the 
five categories listed above, especially 
in the manager category. 

Below is a summary table of 
individuals employed in the health care 
sector. 

TABLE 1—HEALTH CARE EMPLOYEES 
WHO MAY NEED TRAINING 

Health diagnosing and treat-
ing practitioners ................. 4,833,840 

Degreed technicians ............. 2,876,000 
Non-degreed technicians ...... 3,940,500 
Medical and health services 

managers .......................... 310,320 
Office and administrative 

support staff ...................... 2,747,330 

Total .................................. 14,707,990 

b. Employees Working for the Federally- 
Facilitated Marketplaces and State- 
Based Marketplaces and Issuers in 
Those Marketplaces 

We have data from CMS/CCIIO on the 
number of issuers offering qualified 
health plans in the Federally-facilitated 
Marketplaces.317 We assume that many 
issuers that operate in the Federally- 
facilitated Marketplaces also operate in 
the State-based Marketplaces. However, 
to the extent there are issuers who 
operate in a State-based MarketplaceSM 
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319 We count the issuer only once because we 
assume the same enterprise will minimize training 
costs by preparing the same training materials for 
all its employees nationally. 

320 U.S. Census Bureau, Statistics of U.S. 
Businesses (SUSB) (2011), http://www.census.gov/ 
econ/susb/. 

321 CMS awards $67 million in Affordable Care 
Act funding to help consumers sign-up for 
affordable Health Insurance MarketplaceSM 
coverage in 2016, https://www.cms.gov/Newsroom/ 
MediaReleaseDatabase/Press-releases/2015-Press- 
releases-items/2015-09-02.html (last visited May 3, 
2016). 

only, an estimate of their employees 
will not be included in our count of 
issuers (derived from the CCIIO tables of 
issuers participating only in the 34 
jurisdictions with Federally-facilitated 
Marketplaces). We are basing our 
calculations on the number of 
employees working for those issuers 
participating in the Federally-facilitated 
Marketplaces and we assume, as noted 
above, that some of the same issuers and 
employees serve the State-based 
Marketplaces. Determining the number 
of employees working for issuers 
participating in the Health Insurance 
Marketplaces is challenging because we 
have no data directly linking the 
number of employees to our data on 
participating issuers in the Federally- 
facilitated Marketplaces. Consequently, 
we must impute the number of 
employees working for issuers 
participating in the Federally-facilitated 
Marketplaces and, by extension, 
employees working for issuers in State- 
based Marketplaces. 

We performed this imputation by first 
identifying the number of issuers 
offering qualified health plans in the 
Federally-facilitated Marketplaces. To 
determine the number of issuers offering 
qualified health plans in the Federally- 
facilitated Marketplaces, we looked at 
the 2015 Qualified Health Plan 
Landscape Individual and Small 
Business Health Options Program 
Market Medical files.318 The Qualified 
Health Plan Landscape Individual 
Market Medical file contains over 
100,000 line items, and the Small 
Business Health Options Program 
Market Medical file contains over 
50,000 line items listing each Federally- 
facilitated MarketplaceSM plan for each 
county by metal level (bronze, silver, 
gold, and platinum) and catastrophic 
plans provided by each issuer. To 
determine the number of issuers in the 
individual and Small Business Health 
Options Program Marketplaces, we 
removed all plan line items to reduce 
the count to an unduplicated count of 
the issuers in the Federally-facilitated 
Marketplaces. We identified 155 
individual plan issuers and 14 issuers in 
the Small Business Health Options 
Program that only issued group plans to 
employees of employers participating in 
the Small Business Health Options 
Program. Our total count of 169 issuers 
differs from the CCIIO sources, which 
counted issuers in each State in which 
they operated. For example, a national 
issuer such as Aetna that offers coverage 
through Federally-facilitated 
Marketplaces operating in several States 
was counted separately by CCIIO for 

each State in which it was qualified, 
whereas we counted it only once.319 

In addition to 169 issuers 
participating in Federally-facilitated 
Marketplaces, we are aware of 11 issuers 
participating only in the State-based 
Marketplaces. Thus, we calculated that 
the total number of issuers included in 
the analysis of covered issuers equals 
180. 

We next analyzed the number of 
employees working in the health 
insurance industry in the following 
way. Using Census Bureau 2011 payroll 
and employment data (the latest data 
available) for North American Industry 
Classification System 524114—Direct 
Health Insurance,320 we attempted to 
match the number of employees to the 
health insurance entities. The Census 
data permitted us to divide all health 
insurance issuers into ‘‘large’’ (500 or 
more employees) and ‘‘small’’ (fewer 
than 500 employees) issuers, and from 
that we were able to estimate the 
number of employees for large and 
small issuers. 

The Census data shows 805 small 
issuers and 180 large issuers. The ratio 
of small to large issuers is about 4.5 
small issuers for every large issuer. We 
assume the ratio of small to large issuers 
in the Health Insurance Marketplaces is 
approximately the same as the ratio in 
the Census table. We asked for public 
comment on this assumption, and we 
received no comments to the contrary. 

Applying this ratio to the issuers in 
the Federally-facilitated Marketplaces, 
we get 131 small issuers and 38 large 
issuers. We assume that the 11 issuers 
(for which we have data and have thus 
identified) operating in the State-based 
Marketplaces are likely to be classified 
as small, based on Census workforce 
data. Therefore, we are adding them to 
the 131 small issuers identified above, 
bringing the total number of small 
issuers to 142. 

Based on the Census data, the average 
number of employees in a small issuer 
is 34 and the average number of 
employees in a large issuer is 2,300. If 
we multiply the number of issuers by 
the number of employees, there are 
4,828 employees of the 142 small 
issuers and 87,400 employees of the 38 
large issuers. The combined total 
number of employees for small and 
large issuers in the Marketplaces is 
estimated to be 92,228 employees. 

With respect to the majority of issuers 
operating in a State-based 
MarketplaceSM that we have not been 
able to identify but would also be 
subject to the regulation, we do not have 
any direct data. However, the workforce 
data we have from the Census tables 
covers employees regardless of their 
work site. If any of the 169 issuers 
identified above operating in the 
Federally-facilitated Marketplaces also 
operate in the State-based Marketplaces, 
then some portion of the nearly 92,000 
employees imputed to be working for 
the issuers in the Federally-facilitated 
Marketplaces may also be working for 
issuers operating in the State-based 
Marketplaces. Thus, in effect, we are 
including employees working for issuers 
that operate in both the State-based 
Marketplaces and the Federally- 
facilitated Marketplaces in our count of 
employees who likely will receive 
training on the regulation. 

At the same time that we include 
employees who work for issuers 
operating in both the Federally- 
facilitated Marketplaces and State-based 
Marketplaces, we lack direct data on 
issuers participating only in State-based 
Marketplaces. We are not able to 
include employees that work for 
insurance issuers that operate only in 
State-based Marketplaces, such as New 
York or California, which would be 
subject to the proposed rule. We invited 
public comment on ways we could 
identify issuers that participate only in 
State-based Marketplaces and the 
number of employees they employ. We 
did not receive any comments that 
identified ways we can better identify 
these issuers. 

A third category of workers who may 
need to be trained are navigators 
receiving Federal financial assistance to 
support the functions they perform in 
Federally-facilitated Marketplaces, such 
as assisting applicants to enroll in 
qualified health plans through the 
MarketplaceSM. CMS has awarded grant 
funding to 100 Navigator entities.321 In 
the proposed rule, we estimated that 
2,797 navigators worked for 92 
Navigator entities, which implies 30.4 
employees per entity. We lacked data on 
the number of employees of these 
Navigator entities, and we thus applied 
the previous estimate of 30.4 employees 
per Navigator entity to estimate in the 
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322 U.S. Census Bureau, Government Employment 
& Payroll (2013), http://www.census.gov/govs/ 
apes/. 

323 Nat’l Ass’n of State Medicaid Dirs, State 
Medicaid Operations Survey: Fourth Annual 
Survey of Medicaid Directors, at 5 (Nov. 2015) 
http://medicaiddirectors.org/wp-content/uploads/
2015/11/namd_4th_annual_operations_survey_
report_-_november_2_2015.pdf. 

324 U.S. Dep’t of Labor, Bureau of Labor Statistics, 
May 2015 National Occupational Employment and 
Wage Estimates by ownership, http://www.bls.gov/ 
oes/2014/may/oes_nat.htm (last visited May 3, 
2016). 

325 U.S. Dep’t of Health & Human Servs., Health 
Res. & Servs. Admin., Area Health Resource Files, 
http://ahrf.hrsa.gov/ (last visited May 3, 2016). The 
Area Health Resource File reports 272,022 
pharmacists licensed in 2014. 

final rule that 3,040 employees work for 
these entities. 

We invited public comment on our 
approach to estimating the number of 
employees per issuer based on the 
Census data and sought any public 
information on issuers who operate only 
in State-based Marketplaces. We did not 
receive comments that changed our 
assumptions regarding types and 
numbers of employees working for 
Marketplaces. Thus, the final rule 
applies the estimate of the number of 
navigators per Navigator entity to the 
most recent number of Navigator 
grantees. 

c. Medicaid and State and Local Health 
Department Employees 

The Census Bureau State government 
payroll and employment data for 2012 
shows the number of full-time 
employees working in State hospitals 
and departments of health as 
531,251.322 The State Medicaid 
Operations Survey: Fourth Annual 
Survey of Medicaid Directors reports 
that State Medicaid agencies employed 
between 27 and 3,853 full-time 
employees with a median workforce 
level of 455 employees.323 Multiplying 
the median level of workers by 56 
Medicaid agencies adds 25,480 workers 
to the number of State health and 
hospital workers in health departments, 
bringing the total to 556,731 employees. 
(Although a more appropriate method of 
calculating the total would be to use the 
mean as the multiplier, OCR used the 
median because the mean was 
unavailable.) However, this number 
double counts medical personnel that 
were previously counted as discussed in 
part I.C.1.a (regarding health care staffs 
and managers who will receive training) 
in this RIA. 

To address this problem, we looked at 
the BLS industry data for North 
American Industry Classification 
System code 999201: State government, 
including schools and hospitals, we 
identified 442,680 personnel employed 
by State governments.324 Subtracting 
this number from the 556,731 
employees we identified employed in 
State government health services and 

Medicaid programs, results in 114,051 
additional State employees who may 
obtain training on the provisions of the 
regulation. 

d. Non-Health Care Personnel in 
Pharmacies 

The 2012 Census data for all U.S. 
industries identifies 43,343 pharmacy 
establishments. The number of 
employees presented in the Census data 
includes both pharmacists and non- 
pharmacist personnel. At this point, we 
must refer back to the BLS data on the 
number of health care workers reported 
for 2014 because the BLS data divides 
the pharmacy workforce by occupation. 
The number of employees that BLS 
reports were employed in pharmacies 
for 2014 is 708,660. The number of 
health care workers discussed in 
subsection II.C.1.a. above includes 
348,190 individuals counted above in 
occupation codes 11–9111, 29–0000 and 
31–0000 reported to be working in 
pharmacies.325 Because we already 
counted the costs of health care workers 
employed in pharmacies in the analysis 
of health care staff, to achieve a more 
accurate estimate of the number of non- 
health care pharmacy workers, we must 
subtract the 348,190 health care staff 
from the total workforce BLS reports. 
Removing health care staff from the BLS 
data yields a net of 360,470 non-health 
care pharmacy workers in pharmacies 
who may receive training on the final 
rule. 

The following table shows the total 
number of employees whom we 
estimate will receive training; that is, 
the table shows the 50% of total workers 
whom we estimate may receive training. 
The table does not include HHS 
employees conducting HHS health 
programs or activities because there are 
roughly 65,000 HHS total employees 
and many of these employees do not 
work in health programs or activities 
administered by HHS. For those 
employees who do work in health 
programs or activities administered by 
HHS, many may not have direct 
beneficiary contact. Given these 
limitations, we estimate the number of 
employees added would be small and 
have little impact on overall cost. 

TABLE 2—WORKERS WHO MAY RE-
CEIVE TRAINING ON THE REGULA-
TION 

Medical health staffs and 
managers .......................... 7,216,494 

Employees working for 180 
issuers in the Health Insur-
ance Marketplaces ............ 46,114 

State health employees ........ 55,442 
Navigators ............................. 1,520 
Pharmacy workers (exclud-

ing health care personnel) 180,235 
Total .................................. 7,637,306 

2. Number of Covered Entities That May 
Train Workers 

Just as there are a number of data 
sources for counting workforce, there 
are various sources for counting the 
number of health care entities. Many 
covered entities are controlled or owned 
by a single corporate entity, and one can 
count each individual entity separately 
or count only the single corporate 
enterprise. For example, a multi-campus 
facility or vertically integrated entity 
that owns a hospital, a nursing home, 
and a home health agency and also 
operates an accountable care 
organization could count each of these 
entities separately—as does Medicare— 
or count them only once, with each 
entity treated as part of the corporate 
entity. At this point, we make two 
assumptions: (1) Albeit not required to 
do so by the regulation, each covered 
entity will provide some training to its 
staff on the requirements of the 
regulation; and (2) when entities are 
controlled or owned by a corporate 
entity, the corporate entity will 
supplement or make any desired 
modification to the OCR training 
materials and distribute the training 
materials. We believe this last point to 
be especially true because rather than 
have each entity prepare its own 
training materials, the corporate entity 
is more likely to prepare one set of 
training materials and distribute the 
materials to its individual entities. This 
is because the corporate entity saves 
money by preparing a limited set of 
training materials and assures uniform 
quality and consistency in its policies 
across all its entities. It is also possible 
that some local health centers in a State 
may be managed from a central location 
that handles logistics and training 
materials. Therefore, we propose using 
the 2012 Census table that presents the 
number of entities, referred to as firms 
in the Census tables, to count the 
number of health care entities. In the 
Census data, a corporate entity is 
referred to as a ‘‘firm’’ and the 
corporation’s facilities are 
‘‘establishments.’’ When a firm has one 
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establishment, the establishment is the 
firm. 

Another difficulty we face in using 
these data sources is that the Census 
data captures all entity types that fit the 
definition of a health care service entity, 
including entities such as private 
retirement communities that are 
unlikely to receive Federal financial 
assistance and thus would not be 
covered by Section 1557. In our use of 
the Census data, we attempted to 
exclude types of entities that are not 
likely to receive Federal financial 
assistance by excluding retirement 
communities and other similar type 
entities in the file, but we have included 
entities that may receive Federal 
financial assistance, such as community 
health centers and residential centers 
for individuals with intellectual 
disabilities. 

To test our success in producing a list 
of covered entities from the Census data, 
we compared the number of entities we 

selected from the Census data and the 
number of entities included in the CMS 
Provider of Service file. However, to 
make the lists comparable, we had to 
remove the count of Clinical Laboratory 
Improvement Act laboratories from the 
CMS Provider of Service data files. 
There are close to 450,000 Clinical 
Laboratory Improvement Act 
laboratories located in hospitals, clinics, 
outpatient centers, and doctors’ offices. 
Only a few thousand of these 
laboratories serve the public. The 
majority of laboratories serve the facility 
in which they are housed—including 
them in our comparison would grossly 
distort this comparison. 

If we add the entities in the Provider 
of Service file (excluding Clinical 
Laboratory Improvement Act 
laboratories) and the number of 
community health centers to our list of 
affected entities that are not included in 
the Provider of Service file, we get a 
total of 134,543 entities. Using the 

Census data, minus the categories for 
medical laboratories, we obtain a total of 
139,164 covered entities. It is evident 
that these numbers are very similar. 
However, as discussed earlier, we 
propose using only the number of firms 
for the analysis of the number of entities 
possibly conducting training, that is, 
70,384 firms. As noted, we believe firms 
and not establishments will modify or 
supplement materials and train 
employees. 

In addition to the firms we include 
from the Census file, we must add 
physicians’ office firms and pharmacy 
firms because they may also need to 
train some workers. Physicians’ office 
firms and pharmacy firms are generally 
referred to as physician group practices 
and pharmacy chains. 

Below we present the types and 
number of firms that we estimate will 
take part in the training for the 
regulation. 

TABLE 3—NUMBER OF HEALTH CARE ENTITY FIRMS EXPECTED TO TAKE PART IN TRAINING 

NAIC Entity type Number of 
firms 

62142 ................ Outpatient mental health and substance abuse centers ...................................................................................... 4,987 
621491 .............. HMO medical centers ........................................................................................................................................... 104 
621492 .............. Kidney dialysis centers ......................................................................................................................................... 492 
621493 .............. Freestanding ambulatory surgical and emergency centers ................................................................................. 4,121 
621498 .............. All other outpatient care centers .......................................................................................................................... 5,399 
6215 .................. Medical and diagnostic laboratories ..................................................................................................................... 7,958 
6216 .................. Home health care services ................................................................................................................................... 21,668 
6219 .................. All other ambulatory health care services ............................................................................................................ 6,956 
62321 ................ Residential intellectual and developmental disability facilities ............................................................................. 6,225 
6221 .................. General medical and surgical hospitals ............................................................................................................... 2,904 
6222 .................. Psychiatric and substance abuse hospitals ......................................................................................................... 411 
6223 .................. Specialty (except psychiatric and substance abuse) hospitals ............................................................................ 373 
6231 .................. Nursing care facilities (skilled nursing facilities) ................................................................................................... 8,623 
44611 ................ Pharmacies and drug stores ................................................................................................................................ 18,852 
6211 .................. Offices of physicians ............................................................................................................................................ 185,649 
524114 .............. Insurance Issuers ................................................................................................................................................. 180 

Navigator grantees ............................................................................................................................................... 100 

Total Entities ................................................................................................................................................................................. 275,002 

3. Training and Familiarization Costs 

a. Cost of Training Materials and 
Presentations 

There are two components to the cost 
of training the workers we identified in 
the previous section: (1) The cost of 
training materials that is based on the 
number of covered entities identified in 
the previous section; and (2) the cost of 
employee time spent in training. 

OCR estimates, based on its 
experience of training employees on 
other regulations it enforces, that 
training employees on this regulation 
will take about one hour of an 
employee’s time. Based on discussions 
with firms that develop training 
materials, we estimate that developing 

or presenting materials for a one-hour 
course would cost about $500. However, 
before the effective date of the rule, OCR 
will provide covered entities with 
training materials that will cover the key 
provisions of the regulation that can be 
used by entities in conjunction with 
their own training materials. We 
estimate that OCR preparing the training 
materials on the regulation will 
substantially reduce the material 
preparation burden to covered entities 
and reduce the cost by about three 
quarters, or about $375 per entity. 
Therefore, the costs to entities will 
equal $125 multiplied by the number of 
entities that will prepare and present 
training materials. Based on its 
experience in preparing training 

materials for other civil rights and 
HIPAA regulations, OCR expects to 
spend $10,000 to develop training 
materials that will prepare health care 
workers and managers to effectively 
implement the Section 1557 regulation. 

Training materials can be presented in 
a number of ways. A common method 
for offering training materials is through 
e-courses that are distributed over an 
entity’s computer network. Another 
method is to offer lectures to selected 
employees/staff and then have attendees 
present the materials to their co-workers 
as part of train-the-trainer programs. For 
small entities, one lecture session may 
be given to all employees. Regardless of 
presentation mode, we estimate that the 
cost of training via an e-course will be 
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326 Determining the cost to train employees other 
than pharmacists and medical staff who work in 
pharmacies requires use of the Bureau of Labor 
Statistics industry data for North American Industry 
Classification System. These data show that for 
2013, 348,380 medical practitioners, technologists 
and medical support staff were employed in 
pharmacies and drug stores. U.S. Dep’t of Labor, 
Bureau of Statistics, Occupational Employment 
Statistics, supra note 316. 

the same as the cost of training through 
a lecturer for a train-the-training 
approach: $125 per entity. 

Applying the $125 per course 
materials to the number of firms ($125 
× 275,002)—including the 169 health 
insurance issuers—equals $34.4 million 
for the cost of developing training 
materials. 

b. Cost of Employee Time 
The next step is to compute the cost 

of employee time for training and 
familiarization. This involves taking the 
hourly wage rate times the amount of 
time that a new activity will require, 
times the number of employees 
expected to undertake the activity as a 
result of the rule. We use data from the 
BLS on median wage rates by 
occupation to estimate wages 
throughout this analysis. We are 
uncertain about how many employees 
identified in the workforce above will 
actually seek and obtain training and 
how many firms in the health sector 
will offer training. However, for the 
purposes of this analysis we assume that 
all firms may offer some training to their 
staffs, but because the training is 
voluntary, and because only a portion of 
employees who have direct patient 
contact or otherwise have duties 
impacted by the regulation may require 
or take training, we assume that 50% of 
employees will receive training. We 
assume that training will require an 
average of one hour of time for each 
participating employee. 

The occupation code 29–1000 (health 
care practitioners) applies to the 4.8 
million professional staff and degreed 
technical staffs we discussed above. The 
BLS reports the median hourly wage for 
this code as $36.26. We estimate one 
hour of a worker’s time would be 
required for training. To this amount we 
must add 100% for fringe benefits and 
overhead, which yields an adjusted 
hourly wage per employee of $72.52. 
Assuming that half of the 4.8 million 
health care practitioners identified 
earlier receive or obtain training (2.4 
million workers), and multiplying this 
number by the hourly employee wage 
plus fringe benefits and overhead for 
one hour equals slightly more than 
$175.3 million in training costs for 
practitioners. 

We note that one commenter 
suggested that we use a factor higher 
than 100% to adjust wages for overhead 
and benefits. However, the commenter’s 
argument is based on Federal overhead 
rates for contracts, and not evidence of 
the resource costs associated with 
reallocating employee time. As a result, 
we do not adopt the commenter’s 
recommendation, and we continue to 

use the Department’s standard of 100% 
for overhead and fringe benefits. 

For the degreed health care work force 
in occupation 29–2000, the median 
hourly wage is $19.92. Adding 100% for 
fringe benefits and overhead equals 
$39.84. The total training cost for one 
hour of training for half of the 2.9 
million degreed technical staff (1.44 
million workers) is about $57.3 million. 
In addition, we must add the cost of 
training non-degreed staff (reported in 
occupation 31–0000) who earn a median 
hourly wage of $12.71. Adding 100% for 
fringe benefits and overhead to the 
$12.71 median hourly wage rate yields 
an adjusted wage of $25.42. Multiplying 
this amount by half of the 3.9 million 
workforce yields a cost of $50.1 million. 

To these amounts we must add the 
cost associated with familiarization and 
training for the medical and health 
service managerial staff, of which there 
are 300,320 individuals with a median 
hourly pay rate of $44.62. Adding 100% 
for fringe benefits and overhead gives us 
an adjusted hourly wage of $89.24. We 
assume that an average of one person in 
this occupation will spend an average of 
two hours becoming familiar with the 
final rule’s requirements upon its 
publication at each of the 275,002 
entities covered by the rule. These 
assumptions imply familiarization costs 
of $49.1 million. We assume that half of 
the remaining managers receive 
training. This implies that 12,659 
managerial staff will receive an hour of 
training, which results in a cost of $1.1 
million. This implies that total costs for 
training and familiarization for this 
occupation category comes to $50.2 
million. 

The cost of training occupation code 
43–0000, office and administrative 
support workers employed in covered 
health care entities, is the product of the 
median hourly rate of $15.52 adjusted 
for fringe benefits and overhead 
multiplied by the 2.7 million workers 
reported for North American Industry 
Classification System code 62: Health 
Care and Social Assistance (including 
private, State, and local government 
hospitals). Adding 100% for fringe 
benefits and overhead to the $15.52 
equals $31.04. Multiplying the pay rate 
by half the number of support and 
administrative personnel equals $42.6 
million. 

The 2013 BLS data for North 
American Industry Classification 
System pharmacies and drugstores 
reports a total workforce of 708,660 
workers. As with the analysis for State 
employees, we must remove the 348,190 
health care workers who are already 
counted in our training costs analysis of 
the health care workforce. To avoid 

double counting training costs for these 
occupations, we removed them from the 
count of the pharmacy workforce. (The 
entities that employ these workers will 
still bear the cost for training them.) 
Their median weighted wage is $17.22, 
which is derived from BLS data for 
medical pharmacy personnel, and the 
cost associated with an hour of their 
time is $34.44 after adjusting for 
overhead and benefits. We estimate $6.0 
million in costs for training half of these 
medical pharmacy personnel.326 

For the 360,470 non-medical 
pharmacy personnel, their weighted 
median hourly rate for pharmacy 
employees is $11.87, which is derived 
from BLS data for non-medical 
pharmacy personnel. After adjusting for 
overhead and benefits, the cost of one 
hour of time in this category is $23.74. 
We estimate $4.3 million in costs for 
training half of these non-medical 
pharmacy personnel. 

For the 3,040 navigators, we lack data 
to determine their wages. As a proxy, 
we use the wage rate for medical and 
health service managerial staff, with a 
median hourly pay rate of $44.62. 
Adding 100% for fringe benefits and 
overhead gives us an adjusted hourly 
wage of $89.24. We estimate $0.1 
million in costs for training half of these 
navigators. 

For the remaining entities for which 
we cannot use BLS data, we must use 
the industry payroll and employment 
Census data. To arrive at an estimate of 
the cost of time for training employees 
of health insurance issuers and State 
health and Medicaid agencies, we must 
divide the total annual payroll reported 
for these entities by the total number of 
employees and divide that number by 
the annual hours paid (2,080 hours), 
adjusted for fringe benefits and 
overhead. 

For workers employed by the issuers 
participating in the Health Insurance 
Marketplaces, it was necessary to 
determine the hourly wage rate for 
workers employed in small and large 
issuers as we have described them 
above. The total number of workers in 
small entities (fewer than 500 workers) 
is 27,269 and the annual payroll is $1.68 
billion. The average wage per employee 
is $61,895. Using the 2,080 hours for the 
annual number of work hours, we 
obtain an hourly rate of $29.76. 
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327 U.S. Census Bureau, Government Employment 
& Payroll, http://www.census.gov/govs/apes/ (last 
visited May 3, 2016). 

328 We calculated the cost of training the medical 
personal using the weighted median hourly rate, 

$47.22, multiplied by the 446,210 medical staff 
identified as employed in State governments. 

Assuming that the payroll amounts 
reported in the Census data do not 
include fringe benefits and overhead, 
we add 100% to the hourly rate to yield 
$59.51 per hour. Multiplying this 
amount by half of the 4,454 employees 
in small issuers equals $132,540 in 
training costs. 

The total number of employees 
employed by large issuers (500 or more) 
is 415,017 and the annual payroll is 
$30.8 billion. The average annual wage 
is $74,219. Dividing this figure by 2,080 
hours yields an hourly wage rate of 
$35.68. Multiplying by 100% for fringe 
benefits and overhead yields $71.36. 
Multiplying this amount by 50% of the 
87,400 workers equals slightly more 
than $3.12 million in training costs. 

For State government workers 
employed in welfare, health, and 
hospital services, we divided the total 
number of workers the 2012 Annual 
Census Bureau reported (873,289 

employees) into the monthly payroll 
reported for the period 
($3,774,775,691).327 On an annual basis, 
the average salary per employee equals 
$51,870. The hourly rate equals $24.94 
and multiplied by 100% for fringe 
benefits and overhead yields $49.87 per 
worker for training costs. 

In the State Medicaid Operations 
Survey: Second Annual Survey of 
Medicaid Directors, States reported the 
median number of full-time Medicaid 
employees is 421. Using this number 
multiplied by the 53 Medicaid agencies 
in the 50 States, the District of 
Columbia, Puerto Rico, Guam, and the 
other territories, we added 22,313 
workers to the total of health and 
hospital workers reported in the Census 
data, bringing the total number of 
workers in covered State government 
entities to 553,564. We then subtracted 
the 442,680 medical personnel we 
accounted for in the training costs for all 

health care personnel and therefore 
were considered to be duplicative of the 
medical personnel previously counted 
in our analysis of medical staff 
workforce (occupations 29–1000, 29– 
2000 and 31–0000). This left a net of 
110,884 State employees receiving 
training. Taking half of this number and 
multiplying it by $49.87 equals a 
training cost of slightly more than $2.76 
million. 

Although we removed the cost of 
training the 442,680 medical personnel 
from the State training cost analysis to 
avoid double counting training costs, 
the cost of training half the medical staff 
may still fall to the States where they 
are employed. We estimate the cost to 
train State medical personnel to be 
approximately $11.1 million.328 

As noted above, total familiarization 
costs are estimated to be $49.1 million. 
The following table summarizes the 
training costs we estimate for this rule. 

TABLE 4—TOTAL TRAINING COSTS 

Number of 
entities/workers 

Cost 
(millions) 

Training preparation costs ($125/entity)/entity ............................................................................................ * 275,002 $34.4 
Health care staff and managers training ..................................................................................................... * 7,214,862 326.9 
Small Issuers in the Health Insurance MarketplaceSM training .................................................................. 2,414 0.1 
Large issuers in the Health Insurance MarketplaceSM training .................................................................. 43,700 3.1 
Navigators .................................................................................................................................................... 1,399 0.1 
State health, hospital and Medicaid worker training ................................................................................... 55,442 2.8 
Pharmacy worker training ............................................................................................................................ 180,235 4.3 

Total ...................................................................................................................................................... 7,498,052 371.7 

* Not included in column total. 

C. Notification and Other Procedural 
Requirements 

1. Designation of Responsible Employee 
and Adoption of Grievance Procedures 

Pursuant to the regulations 
implementing Section 504, recipients of 
Federal financial assistance with 15 or 
more employees are required to 
designate a responsible employee to 
coordinate compliance with respect to 
nondiscrimination requirements and to 
have grievance procedures to address 
complaints of discrimination under this 
law. Of the 275,002 covered entities, 
approximately 15% employ more than 
15 employees, resulting in 
approximately only slightly more than 
41,250 covered entities being required 
to have grievance procedures and 
designate a responsible official. Thus, 
all recipients of Federal financial 
assistance with 15 or more employees 
are already expected to have in place 

grievance procedures and a designated 
employee to coordinate their 
compliance responsibilities. The rule 
standardizes the requirement to 
designate a responsible employee and 
adopt grievance procedures across all 
bases of discrimination prohibited 
under Section 1557. 

To implement the rule, a recipient of 
Federal financial assistance could 
increase the responsibilities of an 
already-designated employee to handle 
compliance with the rule’s 
nondiscrimination requirements. In 
addition, a recipient of Federal financial 
assistance could increase the scope of 
existing grievance procedures to 
accommodate complaints of 
discrimination under all bases 
prohibited under Section 1557. The 
costs associated with these requirements 
are the costs of training the designated 
employee on the employee’s increased 
responsibilities and the costs associated 

with modifying the existing grievance 
procedures to reflect the additional 
bases of race, color, national origin, sex, 
and age. Here we are referring to 
employee training to perform their 
specific enforcement responsibilities, 
not one-time training in the provisions 
of the final rule described in the training 
section above. We also note that 
grievance officials will probably receive 
specific training on their new 
responsibilities and that covered entities 
will probably provide this additional 
training and absorb the costs, which are 
expected to be de minimis. Many 
covered entities already may be using 
their existing grievance procedures to 
address the additional cases covered 
under Section 1557. 

State-based Marketplaces are required 
to designate an employee to handle 
compliance responsibilities and to 
adopt grievance procedures under the 
ADA. The duties of the employee and 
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the grievance procedures could be 
modified to reflect all the bases covered 
under Section 1557. 

We have not estimated the additional 
costs of training grievance officials on 
their individual enforcement 
responsibilities, but we believe such 
cost would be absorbed in general 
training costs of all employees on their 
job responsibilities. Costs associated 
with modifying existing grievance 
procedures are covered in the section of 
the analysis on enforcement. 

2. Notice Requirement 
The implementing regulations of Title 

VI, Section 504, Title IX, and the Age 
Act require recipients of Federal 
financial assistance and, in the case of 
Section 504, the Department, to notify 
individuals that recipients (and, under 
Section 504, the Department) do not 
discriminate. The content of the 
nondiscrimination notices varies based 
on the applicable civil rights law. 

The final rule harmonizes notification 
requirements under Title VI, Section 
504, Title IX and the Age Act, and 
standardizes the minimum information 
for a notice. The final rule also requires 
initial and continuing notification of 
individuals. OCR drafted a sample 
notice (located in Appendix A to Part 
92) in English that meets the 
requirements and will translate that 
notice into 64 additional languages, in 
advance of the effective date of this rule. 
Covered entities have discretion to use 
the OCR sample notice or their own 
notice, if preferred, and to post the 
notice in non-English languages. 

As all Section 1557 covered entities 
will need to create or update an existing 
notice of nondiscrimination, all covered 
entities can discharge their 
responsibilities under § 92.8(a) by 
replacing their current notices with the 
sample notice developed by OCR (found 
in Appendix A), available to all covered 
entities pursuant to § 92.8(c). Using the 
sample OCR notice means that covered 
entities will not have to compose their 
own notices; we expect nearly all 
covered entities will use the sample 
OCR notice. 

All covered entities will incur costs, 
however, to implement § 92.8(a) of the 
final rule, which requires ‘‘initial and 
continuing’’ notification. Such 
notification is expected to involve: 

• Downloading the notice from the 
OCR Web site; 

• Printing copies of the notice for 
posting; 

• Posting hard copies of the notice in 
public spaces of the office or facility; 
and 

• Posting the notice on the entity’s 
Web site, if it has one. 

While many costs to comply with this 
rule are incurred at the entity level, the 
costs of downloading, printing, and 
posting the notice are incurred at the 
establishment level. There are 
approximately 275,000 covered entities 
covered by this final rule. According to 
2012 Census data, these covered entities 
are associated with 405,534 
establishments. We estimate that a 
clerical worker at each establishment 
would spend an average of one minute 
downloading the notice from the OCR 
Web site, an average of one minute 
printing copies of the notice for posting, 
an average of five minutes posting hard 
copies of the notice in public areas, and 
an average of ten minutes total between 
preparing the OCR notice for posting on 
the facility’s Web site and posting the 
notice on the Web site. This implies that 
the estimated cost associated with 
posting is $8.79 ($31.04 per hour × 17 
minutes × 1 hour per 60 minutes) per 
establishment, which implies that the 
total estimated cost associated with this 
requirement is $3.6 million ($8.79 per 
establishment × 405,534 
establishments). 

Covered entities will need to update 
their significant publications and 
significant communications to include 
the new notice. However, as noted 
above, OCR is allowing entities to 
exhaust their current publications, 
rather than do a special printing of the 
publications to include the new notice. 
When covered entities restock their 
printed materials, they will be expected 
to include in those printed materials the 
notice that OCR will provide with this 
final rule. 

Because we are permitting covered 
entities to exhaust their existing stock of 
publications with the current notices 
before using the new notice, we 
conclude that the notice requirement 
imposes no resource costs related to 
including updated notices in the 
publications. 

Section 92.8 provides covered entities 
discretion to post the OCR sample 
notice of nondiscrimination in non- 
English languages, which can include 
languages that differ from OCR’s list. In 
addition, covered entities can draft and 
translate their own notice in however 
many languages they choose, if they 
prefer. 

We examined CMS contractual cost 
for translating a one page notice into 13 
languages. It was $1,000 per page. Based 
on this figure, we expect total costs to 
the government to be limited to $64,000 
to translate the notice into 64 languages 
and place the translated notices on 
OCR’s Web site. The sample notice is 
one page long. In addition, we expect 
total costs to the government for 

translating the statement of 
nondiscrimination for small-size 
publications to be $50 for each of the 64 
languages. We count the 
nondiscrimination statement as .05 
pages long. 

Although not required, we expect that 
many covered entities would choose to 
post the OCR-provided notice in one or 
more non-English languages on their 
Web sites, in their physical office space, 
and in certain publications they may 
have. We do not know how many 
covered entities would take this action 
or how many non-English language 
versions of the notice they would 
choose to post, or where they would 
make the non-English versions of the 
notice available. 

Section 92.8 requires covered entities 
to publish taglines indicating the 
availability of language assistance 
services in the top 15 languages of the 
relevant State or States. Before the 
effective date of the rule, OCR will make 
these taglines available electronically in 
64 languages; therefore, there will be no 
burden to the covered entity other than 
the cost of printing and posting these 
taglines, as described above with respect 
to the notice. We are uncertain of the 
exact volume of taglines that will be 
printed or posted, but we estimate that 
covered entities will print and post the 
same number of taglines as notices and 
therefore the costs would be comparable 
to the costs for printing and 
disseminating the notice, or $3.6 
million. The costs to the Federal 
government for translating the taglines 
will be approximately $50, based on 
counting each tagline as being .05 pages 
long. We estimate that the combined 
costs of printing and distributing 
notices, nondiscrimination statements, 
and taglines will be $7.1 million for 
entities and $70,400 for the Federal 
government. 

D. Meaningful Access for Individuals 
With Limited English Proficiency 

In the proposed rule, we said that 
§ 92.201, which effectuates Section 
1557’s prohibition of national origin 
discrimination as it affects individuals 
with limited English proficiency, does 
not pose any new burden on covered 
entities. This is because, with regard to 
recipients of Federal financial 
assistance, the proposed rule adopted 
recipients’ existing obligations under 
Title VI to take reasonable steps to 
provide meaningful access to 
individuals with limited English 
proficiency and codified the standards 
consistent with long-standing principles 
from the HHS LEP Guidance regarding 
the provision of oral interpretation and 
written translation services. However, 
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329 Exec. Order No. 13166, 65 FR 50121 (2000). 
330 U.S. Dep’t of Health & Human Servs., 

Language Access Plan, supra note 186. 

331 Consistent with OCR’s enforcement of other 
civil rights authorities, the proposed definition of 
‘‘Federal financial assistance’’ under the regulation 
does not include Medicare Part B, which means that 
physicians receiving only Medicare Part B 
payments are not covered under the regulation. 
However, because almost all physicians receive 
payments from other Department programs such as 
Medicaid or Medicare meaningful use payments, 
we believe that there are very few physicians 
excluded from these provisions. See supra pt. I. C. 
1. 

we anticipate that, as a result of 
issuance of the final rule, covered 
entities may choose to take one extra 
step: To develop and implement a 
language access plan, in order to ensure 
that they provide meaningful access to 
individuals with limited English 
proficiency. We have thus revised our 
cost estimates, for the final rule, as 
shown below, to reflect our assumption 
that 50% of the covered entities will 
choose to develop a language access 
plan. 

Although Title VI does not apply to 
the Department, Executive Order 13166 
‘‘Improving Access to Services for 
Persons with Limited English 
Proficiency’’ has applied to HHS for 
nearly 15 years.329 This Executive Order 
requires Federal departments to develop 
and implement a plan, consistent with 
the HHS LEP Guidance, to ensure that 
persons with limited English 
proficiency can meaningfully access the 
Department’s programs and activities. 
HHS adopted a Language Access Plan in 
2000, and updated it in 2013, to provide 
individuals with limited English 
proficiency meaningful access to HHS- 
conducted programs and activities, 
including Federally-facilitated Health 
Insurance Marketplaces.330 Because the 
final rule does not impose duties 
beyond the Department’s existing 
obligation under the Executive Order, 
the rule imposes no new burden on the 
Department. 

In order to estimate the costs of 
developing a language access plan for 
recipients of Federal financial 
assistance, we assume that developing a 
plan requires approximately three hours 
of medical and health service managers 
staff time for the first year, and then an 
average of one hour of medical and 
health service managers staff time per 
year to update the plan in subsequent 
years. We based our assumption of three 
hours on feedback from covered entities 
included in our pre-award compliance 
review program. This program reviews 
civil rights compliance of 2,000 to 3,000 
health care provider applicants for 
Medicare Part A per year. 

The health care providers that receive 
Medicare Part A funds already have to 
develop a written language access plan 
as a requirement of participation in the 
Medicare Part A program. Thus, we can 
reduce the number of covered entities 
from having a new burden of developing 
a language access plan. CMS reports 
data on Medicare hospital spending per 
claim which identifies 3,209 unique 
hospitals, which suggests that at least 

3,209 hospitals participate in Medicare 
Part A. As discussed previously, Census 
data reports that there are a total of 
3,688 hospital firms in the United 
States. Census data reports that there are 
6,741 establishments associated with 
these firms, which in turn suggests that 
at least 47.6% (3,209/6,741) participate 
in Medicare Part A. Census data also 
reports that there are 8,623 nursing care 
facility entities in the United States. For 
the purpose of this analysis, we assume 
that 47.6% of hospitals and nursing care 
facilities participate in Medicare Part A. 
Applying 47.6% to all hospitals and 
nursing care facilities, we estimate that 
5,861 entities (47.6% × 3,688 hospital 
entities (firms) + 47.6% × 8,623 nursing 
care facility entities) covered by this 
rule participate in Medicare Part A. This 
implies that 269,141 entities (firms) will 
potentially make changes and develop a 
language access plan as a response to 
the rule. We arrived at the 269,141 
number by subtracting the number of 
entities participating in Medicare Part A 
(5,861) from the total number of entities 
(275,002). We estimate that 50% of 
these entities will make these changes. 
Taken together, these assumptions 
imply that the total cost of the 
development of language access plans 
will be approximately $36.0 million 
(269,141 entities × 50% of entities × 3 
hours per entity × $89.24 per hour) in 
the first year and approximately $12.0 
million (269,141 entities × 50% of 
entities × 1 hour per entity × $89.24 per 
hour) per year in subsequent years. 

We received a number of comments 
stating that developing a language 
access plan imposes a cost burden on 
covered entities. We revised the 
proposed rule to include cost estimates, 
in this final rule, for the development of 
language access plans, as outlined in the 
paragraph above. We also received 
comments that providing interpreters 
imposes a heavy burden on covered 
entities. The obligation to provide 
interpreters as part of taking reasonable 
steps to provide meaningful 
communication with individuals with 
limited English proficiency has been a 
requirement under Title VI for many 
years. As a result of developing a 
language access plan, a covered entity 
might find increased efficiencies in 
providing language assistance services. 
Another covered entity might incur 
extra costs for the provision of language 
assistance services on more occasions. 
We are unable to estimate at this point 
how many covered entities will incur 
extra costs or the extent of such costs or 
the savings realized in increased 
efficiencies. We anticipate that the 
potential increased efficiencies and 

increased costs may offset each other to 
some degree. Thus, we do not believe 
this rule will impose a greater burden 
regarding the costs of language 
assistance services than exist under 
Title VI. 

E. Nondiscrimination on the Basis of 
Sex 

Section 1557 prohibits discrimination 
on the basis of sex in certain health 
programs and activities. When 
providing services, including access to 
facilities, covered entities must provide 
individuals with equal program access 
on the basis of sex, and covered entities 
are required to treat individuals in a 
manner consistent with their gender 
identity. 

Title IX applies to educational 
institutions. Therefore, medical schools, 
nursing programs, and other health 
education programs were already 
prohibited from discriminating on the 
basis of sex prior to the enactment of 
Section 1557. Under Section 1557 and 
this regulation, health insurance issuers 
receiving Federal financial assistance, 
hospitals, clinics and other health 
facilities, HHS health programs and 
activities, and Title I entities, along with 
the staff and practitioners working in 
these health programs, are now 
similarly prohibited from discriminating 
on the basis of sex.331 This section 
discusses the costs associated with the 
prohibition of discrimination on the 
basis of sex in the rule, taking into 
account the existing environment, 
including legal authorities, that 
addresses equal access on the basis of 
sex. 

Covered entities that provide or 
administer health services or health 
insurance coverage are covered by the 
prohibition of discrimination on the 
basis of sex. The costs that we anticipate 
that covered entities would incur relate 
to: (1) Training; (2) enforcement; (3) the 
posting of the notice; (4) the revision of 
policies and procedures; and (5) some 
costs associated with changes in 
discriminatory practices. This section 
discusses costs related to changes in 
policy and procedures and potential 
changes in discriminatory practices. 
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332 See Adelle Simmons, Katherine Warren, & 
Kellyann McClain, U.S. Dep’t of Health & Human 
Servs., Office of the Assistant Sec’y for Planning 
and Eval., ASPE Issue Brief, The Affordable Care 
Act: Advancing the Health of Women and Children 
(Jan. 2015), https://aspe.hhs.gov/pdf-report/
affordable-care-act-advancing-health-women-and- 
children; U.S. Dep’t of Health & Human Servs., 
Women and The Affordable Care Act, http://
www.hhs.gov/healthcare/facts-and-features/fact- 
sheets/women-and-aca/index.html (last visited May 
3, 2016). 

333 See Lambda Legal, When Health Care Isn’t 
Caring: Lambda Legal’s Survey on Discrimination 
Against LGBT People and People Living with HIV 
(2010), http://www.lambdalegal.org/publications/
when-health-care-isnt-caring. 

334 45 CFR 155.120(c)(1)(ii) prohibits a Health 
Insurance MarketplaceSM from discriminating based 
on race, color, national origin, disability, age, sex, 
gender identity, or sexual orientation. 

335 45 CFR 147.104(e) prohibits health insurance 
issuers in non-grandfathered individual, small and 
large group markets from employing benefit designs 
that will have the effect of discouraging the 
enrollment of individuals with significant health 
needs in health insurance coverage or discriminate 
based on an individual’s race, color, national origin, 
present or predicted disability, age, sex, gender 

Continued 

1. Costs for Entities Providing or 
Administering Health Services 

The rule would not invalidate 
specialties that focus on men or women, 
e.g., gynecology, urology, etc. Nor 
would providers have to fundamentally 
change the nature of their operations to 
comply with the regulation. For 
example, the rule would not require a 
provider that operates a gynecological 
practice to add to or change the types of 
services offered in the practice. 

Under the sex discrimination 
prohibition, however, providers of 
health services may no longer deny or 
limit services based on an individual’s 
sex, without a legitimate 
nondiscriminatory reason. Although a 
large number of providers may already 
be subject to state laws or institutional 
policies that prohibit discrimination on 
the basis of sex in the provision of 
health services, the clarification of the 
prohibition of sex discrimination in this 
regulation, particularly as it relates to 
discrimination on the basis of sex 
stereotyping and gender identity, may 
be new. We anticipate that a large 
number of providers may need to 
develop or revise policies or procedures 
to incorporate this prohibition. For 
example, if a hospital or other provider 
has specific protocols in place for 
domestic violence victims, but engages 
that protocol only for women, the 
provider would have to revise its 
procedures to require that protocol for 
all domestic violence victims regardless 
of sex. A provider specializing in 
gynecological services that previously 
declined to provide a medically 
necessary hysterectomy for a 
transgender man would have to revise 
its policy to provide the procedure for 
transgender individuals in the same 
manner it provides the procedure for 
other individuals. 

a. Developing or Revising Policies and 
Procedures 

We assume that it will take, on 
average, three to five hours for a 
provider to develop or modify policies 
and procedures concerning sex 
discrimination. We are selecting four 
hours, or the midpoint of this range, for 
our analysis. We further assume that an 
average of three of the hours will be 
spent by a mid-level manager equivalent 
to a front-line supervisor (Occupation 
code 43–1011), at a cost of $48.84 per 
hour after adjusting for overhead and 
benefits, and an average of one hour will 
be spent by executive staff equivalent to 
a general and operations manager 
(Occupation code 11–1021), at a cost of 
$93.54 per hour after adjusting for 
overhead and benefits. We further 

assume that 75% of covered entities will 
need to develop or modify policies and 
procedures, given that some proportion 
of health care providers already prohibit 
sex discrimination based on State law or 
institutional policies prohibiting 
discrimination generally. The total cost 
for the estimated 206,252 covered 
entities to make their policies and 
procedures consistent with the 
regulatory prohibition on discrimination 
on the basis of sex is estimated to be 
approximately $49.5 million, which we 
assume is divided evenly between the 
first two years of compliance. 

The above estimates of time and 
number of entities that would have to 
revise their policies under the 
regulation is an approximate estimate 
based on general BLS data. Due to the 
wide range of types and sizes of covered 
entities, from complex multi-divisional 
hospitals to small neighborhood clinics 
and physician offices, the above 
estimates of time and number of entities 
that would have to revise their policies 
under the regulation is difficult to 
calculate. 

b. Ending Discriminatory Practices 
For providers that discriminate on the 

basis of sex in violation of the rule, 
some changes in behavior or action 
would be necessary to come into 
compliance. We anticipate some change 
in the patient population for which a 
particular provider provides care or the 
extent of services provided. However, 
the infrastructure and protocols for 
providing services or treatment are 
already in place; providers would 
simply have to start providing those 
existing services in a nondiscriminatory 
manner to individuals regardless of sex. 
For example, a provider could not 
refuse to treat a patient for a cold or a 
broken arm based on the patient’s 
gender identity. Similarly, if the 
provider is accepting new patients, it 
must accept a new patient request from 
a transgender individual and cannot 
decline to accept a transgender 
individual in favor of a person who is 
not transgender. 

However, the rule does not impose a 
burden on covered entities with respect 
to the number of patients treated. The 
rule does not require a covered entity to 
change the total number of patients it 
sees or to treat more patients than it 
currently accepts. Providers may 
continue to treat the same number of 
patients that were accepted prior to the 
issuance of this final rule, but they must 
do so in a nondiscriminatory manner. 
Thus, for example, if a provider is not 
accepting new patients, the provider 
does not have to accept a new patient 
request from a transgender individual. 

We anticipate that the costs associated 
with these types of changes would be de 
minimis. 

Moreover, costs associated with 
administering care or treating a new 
patient generally would be offset by the 
reimbursement received by the provider 
for providing the care, in the same way 
the provider gets paid for existing care 
or treatment of patients. Thus, for 
example, for the hospital or other 
provider that needs to revise its protocol 
for domestic violence to require that 
protocol for all domestic violence 
victims regardless of sex, rather than 
just women, there would be little to no 
net increase in costs for treating men 
because the hospital or provider would 
be paid for its services in the same way 
it is paid to treat women. 

2. Costs for Entities Providing or 
Administering Health Insurance 
Coverage 

The ACA, including Section 1557, 
changed the health care landscape for 
millions of people by instituting 
protections against sex discrimination 
in the provision of health care and 
health insurance coverage. Prior to the 
ACA, it was standard health insurance 
practice to treat women differently in 
premium pricing and coverage of 
benefits,332 while transgender 
individuals frequently experienced 
discrimination when seeking coverage 
for treatment.333 

The ACA addresses inequitable 
treatment by health plans based on sex 
in multiple ways. The regulations from 
CMS implementing the ACA prohibit 
Title I entities 334 and most health 
insurance issuers 335 from 
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identity, sexual orientation, expected length of life, 
degree of medical dependency, quality of life, or 
other health conditions. 45 CFR 156.200(e) 
prohibits a qualified health plan issuer from 
discriminating on the basis of race, color, national 
origin, disability, age, sex, gender identity, or sexual 
orientation. 45 CFR 156.125(a) prohibits issuers that 
provide essential health benefits from using benefit 
designs that discriminate based on an individual’s 
age, expected length of life, present or predicted 
disability, degree of medical dependency, quality of 
life, or other health conditions. 45 CFR 156.125(b) 
requires issuers that provide essential health 
benefits to comply with 45 CFR 156.200(e). 

336 45 CFR 147.104(e), 156.200(e) and 156.125(a)– 
(b) are applicable to qualified health plan issuers. 

337 45 CFR 147.104(e) is applicable to non- 
grandfathered coverage in the individual, small and 
large group markets. 45 CFR 147.150(a) incorporates 
essential health benefits requirements (and 
implementing regulations at 45 CFR 156.200(e) and 
156.125(a)–(b)) for non-grandfathered coverage in 
the individual and small group markets. 

338 42 U.S.C.300gg. 
339 Id. 18022 (b). 
340 Id. 300gg–13 (a)(4). 
341 Id. 18001. 
342 Id. 300gg–4. 
343 Id. 300gg–4(a)(7); ASPE Issue Brief, supra note 

332. 

344 Human Rights Campaign, Corporate Equality 
Index, Rating American Workplaces on Lesbian, 
Gay, Bisexual and Transgender Equality, http://
www.hrc.org/campaigns/corporate-equality-index 
(last visited May 3, 2016). 

345 U.S. Dep’t of Labor, Bureau of Labor Statistics, 
Occupational Employment Statistics, May 2015 
National Occupational Employment and Wage 
Estimates by ownership, http://www.bls.gov/oes/
2014/may/oes_nat.htm (last visited May 3, 2016) 
(using data for First-Line Supervisors of Office and 
Administrative Support Workers and General and 
Operations Managers for the health insurance 
industry). 

discriminating based on sex, sexual 
orientation, and gender identity, in 
addition to other bases. These market- 
wide provisions are applicable to health 
insurance issuers both on and off the 
Health Insurance Marketplace SM, which 
includes qualified health plan 
issuers 336 and health insurance issuers 
providing non-grandfathered coverage 
in the individual and group markets 
outside of the Health Insurance 
Marketplace SM.337 

In addition, the ACA prohibits many 
health insurance issuers from charging 
higher premiums based on sex; 338 
failing to provide essential health 
benefits that greatly impact women, 
such as maternity care; 339 failing to 
cover preventive services that are 
necessary for women’s health, such as 
mammograms; 340 and denying benefits 
based on pre-existing conditions 341 or 
health factors,342 many of which affect 
women’s health, such as a history of a 
Caesarian section or a history of 
domestic violence.343 Thus, health 
insurance issuers and the Health 
Insurance Marketplaces have already 
had to expand access to women and 
lesbian, gay, bisexual and transgender 
(LGBT) individuals under these health 
insurance market reforms, independent 
of Section 1557. The existence of these 
other provisions circumscribes cost 
burdens on Health Insurance 
Marketplaces and issuers in the ACA- 
compliant individual and small group 
markets that are recipients of Federal 
financial assistance that are imposed by 
the prohibition of sex discrimination in 
the rule. 

Section 92.207 (Nondiscrimination in 
health insurance and other health 

coverage) of the rule prohibits 
discrimination on the basis of sex by a 
covered entity providing or 
administering health insurance or other 
health coverage. As noted, many of the 
same covered entities subject to Section 
1557, including Health Insurance 
Marketplaces and health insurance 
issuers in the individual and small 
group markets that are recipients of 
Federal financial assistance, are also 
subject to existing nondiscrimination 
provisions in CMS regulations. 
Although the CMS regulations 
complement and do not replace Section 
1557 or this part, the existing 
nondiscrimination requirements 
applicable to health insurance issuers 
and Health Insurance Marketplaces have 
made these entities aware that they are 
not permitted to discriminate on the 
basis of sex, sexual orientation, or 
gender identity, and thus they are 
familiar with their nondiscrimination 
obligations under the law. We assume 
that these covered entities have already 
taken steps to comply with CMS 
regulations and so instituted changes in 
their policies and actions. To the extent 
these existing obligations overlap with 
Section 1557 and covered entities have 
complied with the CMS regulations that 
prohibit discrimination on the basis of 
sex, sexual orientation, and gender 
identity, this rule will impose little or 
no burden on health insurance issuers 
and Title I entities to comply with 
Section 1557’s and this part’s 
prohibition on sex discrimination. 
However, the rule nonetheless imposes 
some costs. 

a. Developing or Revising Policies and 
Procedures 

There may be some incremental 
burden on issuers and Title I entities in 
terms of the additional guidance that 
this rule provides related to sex 
discrimination, because, in some 
circumstances, it provides more detail 
than CMS regulations or guidance. 
Therefore, covered entities may have an 
increased burden when incorporating 
this rule into their existing 
nondiscrimination policies and 
procedures. For example, this rule 
specifies that a categorical coverage 
exclusion or limitation for all health 
care services related to gender transition 
is discriminatory on its face. If a covered 
entity had not previously understood 
sex discrimination on the basis of 
gender identity in this way, the covered 
entity would have to revise its policies 
and procedures to provide coverage 
consistent with this final rule’s 
parameters, which might include 
revising policies to include gender 
transition-related care. 

However, we note that the number of 
major U.S. employers providing 
transgender-inclusive health care 
coverage has been increasing, from 0 in 
2002, to 49 in 2009, 278 in 2013, 336 in 
2014, 418 in 2015, and at least 511 in 
2016.344 This indicates that plans that 
offer transgender-inclusive health care 
are becoming readily available as 
models for issuers that may not offer 
such care, limiting their costs in 
developing or revising policies and 
procedures for compliance. 

Similar to the estimate for providers 
of health services, we assume that it will 
take, on average, three to five hours for 
issuers of health insurance coverage to 
develop or modify policies and 
procedures concerning sex 
discrimination. We are selecting four 
hours, or the midpoint of this range, for 
our analysis. We further assume that 
three of the hours will be spent by a 
mid-level manager, at a salary, with 
fringe benefits and overhead of $57.60 
per hour,345 and one hour will be spent 
by executive staff, at a salary, with 
fringe benefits and overhead of $122.15 
per hour. Based on our best estimate of 
industry compliance with CMS 
regulations, we further assume that one- 
third or 33% of health insurance issuers 
will need to develop or modify policies 
and procedures. Based on an 
unduplicated count of issuers, we 
previously identified 180 issuers in the 
Marketplaces (including Federally- 
facilitated Marketplaces). One third of 
this number equals 60 issuers that we 
estimate would need to revise policies 
to address the prohibition of sex 
discrimination in this regulation. The 
costs to issuers to revise policies and 
procedures to provide coverage 
consistent with this rule’s parameters 
equal 60 issuers multiplied by $295 for 
a one-time cost of $17,700. 

b. Ending Discriminatory Practices 

In addition to the cost some covered 
health insurance providers may have for 
revising policies and procedures to 
comply with the rule, such providers 
may also incur a de minimis cost related 
to the cost of coverage. In this regard, 
we note that the April 2012 California 
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346 State of Cal., Dep’t of Ins., Economic Impact 
Assessment Gender Nondiscrimination in Health 
Insurance. (Apr. 13, 2012). http://
translaw.wpengine.com/wp-content/uploads/2013/
04/Economic-Impact-Assessment-Gender- 
Nondiscrimination-In-Health-Insurance.pdf. 

347 Id. 
348 Id. at 8. 
349 Id. at 9. 
350 Id. at 6–7. 
351 The Williams Inst., Cost and Benefits of 

Providing Transition-Related Health Care Coverage 
in Employee Health Benefits Plans: Findings from 
a Survey of Employers, at 2 (Sept. 2013), http://
williamsinstitute.law.ucla.edu/wp-content/uploads/
Herman-Cost-Benefit-of-Trans-Health-Benefits- 
Sept-2013.pdf 

352 A. Belkin, ‘‘Caring for Our Transgender Troops 
— The Negligible Cost of Transition-Related Care,’’ 
373 New Eng. J. Med. 1089 (Sept. 15, 2015). 

353 State of Cal., Dep’t of Ins., supra note 346, at 
2, 5. Issuers in California that established a 
premium surcharge to cover the City of San 
Francisco’s expected claim costs eventually 
eliminated the additional premium because they 
found their cost assumptions were 15 times higher 
than actual claims generated. 

Department of Insurance Economic 
Impact Assessment on Gender 
Nondiscrimination in Health Insurance 
found that covering transgender 
individuals under California’s private 
and public health insurance plans 
would have an ‘‘insignificant and 
immaterial’’ impact on costs.346 This 
conclusion was based on evidence of 
low utilization and the estimated 
number of transgender individuals in 
California. The transgender population 
of California was estimated to range 
between 0.0022% and 0.0173%.347 The 
study revealed that, contrary to common 
assumptions, not all transgender 
individuals seek surgical intervention, 
and that gender-confirming health care 
differs according to the needs and pre- 
existing conditions of each 
individual.348 Despite expecting a 
possible spike in demand for benefits 
due to former or current unmet demand, 
the California Insurance Department 
concluded that any increased utilization 
that might occur over time is likely to 
be so low that any resulting costs 
remain actuarially immaterial.349 
Additionally, issuers in California that 
established premium surcharges after 
enactment of California’s Gender 
Nondiscrimination in Health Insurance 
Law subsequently eliminated them 
because they found they did not spend 
the extra funds generated.350 

Two other studies also support the 
conclusion that the cost is de minimis 
for entities providing or administering 
health insurance coverage to come into 
compliance with this rule’s provision of 
nondiscrimination on the basis of sex. 
One is a 2013 Williams Institute study 
of 34 public and private employers, and 
the second consists of cost projections 
of providing transition-related health- 
care benefits to members of the military. 

The first of these two studies, a 2013 
study of 34 employers that provided 
nondiscriminatory health care coverage, 
found that providing transition-related 
benefits to treat gender dysphoria had 
‘‘zero to very low costs.’’ 351 

The second study, published in the 
New England Journal of Medicine, 

projected that the cost for providing 
transition-related health care benefits to 
members of the military would result in 
an annual increase of 0.012% of health 
care costs, ‘‘little more than a rounding 
error in the military’s $47.8 billion 
annual health care budget.’’ 352 Based on 
the California and two other studies 
discussed above, we estimate that 
providing transgender individuals 
nondiscriminatory insurance coverage 
and treatment will impact a very small 
segment of the population due to the 
fact that the number of transgender 
individuals (and particularly those who 
seek surgical procedures in connection 
with their gender transition) in the 
general population is small, and 
consequently will have de minimis 
impact on the overall cost of care and 
on health insurance premiums.353 

F. Accessibility of Electronic and 
Information Technology 

Although Section 1557 requires 
covered entities to ensure that the 
health programs, services, and activities 
provided through electronic and 
information technology are accessible to 
individuals with disabilities, all covered 
entities affected by Section 1557 already 
have these obligations under Section 
508, Section 504 or the ADA. 

1. HHS Health Programs and Activities, 
Including the Federally-Facilitated 
Marketplaces 

Section 508 requires that electronic 
and information technology developed, 
procured, maintained, or used by 
Federal agencies be accessible for 
individuals with disabilities (both 
members of the public and Federal 
employees). Section 504 also establishes 
general obligations for Federal agencies 
to make their programs that are 
provided through electronic and 
information technology accessible to 
individuals with disabilities. Both 
Section 504 and Section 508 were in 
place before the passage of the ACA. 
There is, therefore, no additional burden 
under Section 1557 for HHS health 
programs, including the Federally- 
facilitated Marketplaces, as the Section 
1557 requirements are consistent with 
the obligations these programs already 
have under Section 504 and Section 
508. 

2. Recipients of Federal Financial 
Assistance From HHS and Title I 
Entities 

Section 504 also establishes general 
obligations for entities receiving Federal 
financial assistance to make their 
programs, services, and activities 
provided through electronic and 
information technology accessible to 
individuals with disabilities. The ADA 
imposes similar accessibility 
requirements on covered entities. This 
rule thus imposes no additional burden 
on recipients of Federal financial 
assistance from HHS because Section 
1557 is consistent with existing 
standards these entities are already 
obligated to meet under the ADA and 
Section 504. Title I entities have no 
Section 1557 burden with respect to this 
proposed requirement, as the Title I 
entities must already be compliant with 
the ADA, which is consistent with the 
Section 1557 accessibility standards. 

G. Enforcing the Rule 

After grievances are filed with 
covered entities or complaints are filed 
with OCR, there are associated costs to 
investigate and resolve those grievances 
and complaints. We believe the 
following costs result from enforcement 
of the Section 1557 regulation: 

• Costs to covered entities for 
modifying and implementing grievance 
procedures to cover grievances filed 
under Section 1557. 

• Costs to OCR for reviewing and 
investigating complaints, monitoring 
corrective action plans, and taking other 
enforcement actions against covered 
entities. 

In the analysis below, we estimate the 
aggregate costs of these enforcement 
procedures, and analyze the costs to 
covered entities separately from the 
costs to OCR. 

1. Costs to Covered Entities 

Federal civil rights laws that were in 
place before the enactment of Section 
1557 apply to entities that receive 
Federal financial assistance. Entities 
subject to those laws are already 
required to have in place established 
grievance procedures to address 
complaints of disability discrimination 
and complaints of sex discrimination in 
education programs. We anticipated that 
additional costs arising from the 
expansion of the grievance process to 
cover all bases included in Section 
1557, including race, color, national 
origin, and age, as well as sex 
discrimination in health care, could 
impose additional costs on covered 
entities. We assumed a slight increase in 
the number of grievances filed, and a 
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354 Based on the annual salary of Executive 
Secretary and Executive Administrative Assistant. 

355 American Hospital Ass’n: Fast Facts on US 
Hospitals, (Jan. 2016), http://www.aha.org/research/ 
rc/stat-studies/101207fastfacts.pdf. 

356 This is based on an informal staff estimate. 

corresponding increase in time to 
investigate and resolve these additional 
grievances. 

To compute the anticipated costs for 
covered entities to enforce the 
regulation, we looked to OCR data. The 
current number of civil rights 
complaints filed annually with OCR is 
approximately 3,000. Since the passage 
of Section 1557, OCR’s complaint 
workload has increased slightly, with 
approximately 15 to 20 unique Section 
1557 cases filed each year. If we include 
another ten cases per year as a result of 
the promulgation of the regulation, we 
calculate an increase of 30 cases per 
year or 1% of the annual caseload of 
3,000. We assume the incremental 
workload will be similar for affected 
entities and thus will be approximately 
1%. We anticipate that within the first 
five years following the promulgation of 
the regulation, complaints will initially 
increase, but then will eventually drop 
off as covered entities modify their 
policies and practices in response to the 
rule. Due to the likelihood that 
applicable changes will need to be 
phased in, we assume one half of the 
annual projected costs for investigating 
discrimination complaints will be 
incurred during the first year and three 
quarters of the annual projected 
enforcement costs will be spent in the 
second year and the full amounts in the 
third through fifth years. Although we 
have data on OCR’s caseload, we have 
no data on the caseload of affected 
covered entities. 

We assume that as a result of 
promulgating the regulation, the 41,250 
covered entities with 15 or more 
employees will require an average of an 
additional 1% of a Full Time Equivalent 
(FTE) for designated grievance officials 
to investigate discrimination grievances 
in years three through five following 
publication of the final rule, with costs 
half as large in the first year and costs 
three quarters as large in the second 
year. We assume the grievance official’s 
salary is equivalent to that of medical 

and health service managers 
(occupation code 11–9111), who have 
annual median wages of $103,680. 
These assumptions imply costs, after 
adjusting for fringe benefits and 
overhead, of $42.8 million in the first 
year, $64.2 million in the second year, 
and $85.5 million in years three through 
five following publication of the final 
rule. 

One comment suggested that litigation 
costs may also rise as a result of 
issuance. We assume that the costs of 
litigation are included in the costs listed 
in the paragraph above. 

The same incremental calculations 
apply to the workloads of State agencies 
and the officials working in these 
agencies. If we assume the same 
increases in workload at each State 
agency as discussed previously, and the 
average mid-level State official salary is 
$94,580 (including fringe benefits and 
overhead), we must multiply $94,580 by 
the number of State covered entities.354 
To arrive at the number of State covered 
entities we make the following 
assumptions: 

• We assume that there are 56 
Medicaid State agencies; 

• We assume that there are 56 State 
health departments; 

• We assume that there are 1,003 
State and local government community 
hospitals; 355 and 

• We assume that each of 3,143 
counties has a county health department 
that provides direct health services (e.g., 
immunization clinics) and is 
accountable to the State Health 
Department. We assume that each of the 
county health departments has a 
designated official for handling 
grievances. 

The total number of State covered 
entities is 4,252. Multiplying $94,580 by 
4,252 equals $402.2 million. One 
percent of this value equals $4.0 
million. This implies costs of $2.0 
million in the first year, $3.0 million in 
the second year and $4.0 million in 

subsequent years following the 
publication of the final rule. 

2. Costs to OCR 

We considered the various OCR 
enforcement costs together, based on 
OCR average salary data presented in its 
annual budgets. According to the FY 
2016 President’s Budget, $28,400,000 
and 137 FTEs were requested for 
Enforcement and Regional Operations, 
at a cost of approximately $201,000 per 
FTE. Of the 137 FTEs, approximately 40 
FTEs spend 100% of their investigative 
time enforcing the civil rights laws.356 If 
we make the same assumption we did 
above and assume the same increase in 
caseload from the issuance of Section 
1557 as discussed above, the anticipated 
increase in number of staff necessary 
would be approximately 0.4 of an FTE 
(1% of 40) and would cost 
approximately $40,200 in the first year, 
$60,300 in the second year, and $80,400 
in subsequent years following the 
publication of the final rule. 

3. Summary of Cost and Phase-In 

The table below summarizes the costs 
attributable to the regulation that 
covered entities may incur following 
enactment of the final regulation. We 
assume that half of the training costs 
and changes to policies and procedures 
on the prohibition of discrimination on 
the basis of sex will be incurred in the 
first year and the second half will be 
expended in the second year. For 
covered entities that will be printing 
and distributing notices to their patients 
and policy holders, we assume that all 
of the estimated printing and 
distribution costs will be expended in 
the first year after the effective date of 
the rule. Familiarization costs, 
information collection requirements and 
paperwork burden costs would be 
incurred within the first year after the 
effective date of the final regulation. 
Cost of enforcement, by contrast, will 
increase over the course of the first five 
years. 

TABLE 5—COST SUMMARY OF THE REGULATION FOLLOWING ENACTMENT OF THIS FINAL RULE 
[Discounted 3% and 7% in millions] 

Year 1 Year 2 Year 3 Year 4 Year 5 Total/ 
annualized 

Training and Familiarization (undiscounted) .................... 234.9 185.8 0.0 0.0 0.0 420.8 
Training and Familiarization (3%) .................................... 228.1 175.2 0.0 0.0 0.0 88.1 
Training and Familiarization (7%) .................................... 219.6 162.3 0.0 0.0 0.0 93.1 
Enforcement (undiscounted) ............................................ 44.8 67.2 89.6 89.6 89.6 381.0 
Enforcement (3%) ............................................................ 43.5 63.4 82.0 79.6 77.3 75.5 
Enforcement (7%) ............................................................ 41.9 58.7 73.2 68.4 63.9 74.6 
Notice Publication (undiscounted) ................................... 7.2 0.0 0.0 0.0 0.0 7.2 
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357 68 FR 47311, 47313 (Aug. 8, 2003). 
358 45 CFR 80.3. 
359 Report to Congress. Assessment of the Total 

Benefits and Costs of Implementing Executive 

Order No. 13166: Improving Access to Services for 
Persons with Limited English Proficiency (Mar. 
2002), p. 20, https://www.justice.gov/sites/default/
files/crt/legacy/2010/12/14/omb-lepreport.pdf. 

360 Brian D. Smedley, Adrienne Y. Stith, Alan R. 
Nelson, eds., Institute of Medicine, Unequal 
Treatment: Confronting Racial and Ethnic 
Disparities in Health Care, Committee on 
Understanding and Eliminating Racial and Ethnic 
Disparities in Health Care, Board on Health Science 
Policy, (2003), pp.142, 191; Report to Congress, 
supra note 359 at 20–22. 

361 Id. 
362 Kelvin Quan & Jessica Lynch, The High Costs 

of Language Barriers in Medical Malpractice (2010), 
p.17, http://www.healthlaw.org/images/stories/
High_Costs_of_Language_Barriers_in_
Malpractice.pdf. 

363 ASPE, Caring for Immigrants: Health Care 
Safety Nets in Los Angeles, New York, Miami and 
Houston, (2001), https://aspe.hhs.gov/execsum/
caring-immigrants-health-care-safety-nets-los- 
angeles-new-york-miami-and-houston; Elizabeth A. 
Jacobs, Donald S. Shepard, Jose A. Suaya and Esta- 
Lee Stone, Overcoming Language Barriers in Health 
Care: Costs and Benefits of Interpreter Services, Am. 
J. Public Health (2004), http://
www.ncbi.nlm.nih.gov/pmc/articles/PMC1448350/; 
Unequal Treatment, supra note 360 at 141. 

364 Unequal Treatment, supra note 360 at 141. 
365 The High Costs of Language Barriers in 

Medical Malpractice, supra note 362 at 15. 
366 Agency for Healthcare Research and Quality, 

Improving Patient Safety Systems for Patients With 
Limited English Proficiency: A Guide for Hospitals 
(2012), http://www.ahrq.gov/sites/default/files/
publications/files/lepguide.pdf. 

TABLE 5—COST SUMMARY OF THE REGULATION FOLLOWING ENACTMENT OF THIS FINAL RULE—Continued 
[Discounted 3% and 7% in millions] 

Year 1 Year 2 Year 3 Year 4 Year 5 Total/ 
annualized 

Notice Publication (3%) ................................................... 7.0 0.0 0.0 0.0 0.0 1.5 
Notice Publication (7%) ................................................... 6.7 0.0 0.0 0.0 0.0 1.6 
Sex discrimination ............................................................ 24.8 24.8 0.0 0.0 0.0 49.5 
Policy and Procedure Changes (undiscounted): 
Sex discrimination ............................................................ 24.0 23.3 0.0 0.0 0.0 10.3 
Policy and Procedure Changes (3%): 
Sex discrimination ............................................................ 23.1 21.6 0.0 0.0 0.0 10.9 
Policy and Procedure Changes (7%): 
Language Access Plan (undiscounted) ........................... 36.0 12.0 12.0 12.0 12.0 84.1 
Language Access Plan (3%) ........................................... 35.0 11.3 11.0 10.7 10.4 17.1 
Language Access Plan (7%) ........................................... 33.7 10.5 9.8 9.2 8.6 17.5 

Total (undiscounted) ................................................. 347.7 289.8 101.6 101.6 101.6 942.5 
Total (3%) ................................................................. 337.6 273.2 93.0 90.3 87.7 192.5 
Total (7%) ................................................................. 325.0 253.2 83.0 77.5 72.5 197.8 

Note: Discounted and annualized values take into account the cost of borrowing and paying back funds at hypothetical interest rates to simu-
late opportunity costs. 

This completes our analysis of the 
costs of the final rule. Next, we examine 
the benefits that can be expected to 
accrue as a result of the final rule. 

III. Benefits & Transfers 
In enacting Section 1557 of the ACA, 

Congress recognized the benefits of 
equal access to health services and 
health insurance that all individuals 
should have, regardless of their race, 
color, national origin, age, or disability. 
Section 1557 brought together the rights 
to equal access that had been guaranteed 
under Title VI, the Age Act and Section 
504. At the same time, Congress 
extended these protections and rights to 
individuals seeking access to health 
services and health insurance without 
discrimination on the basis of sex. 

This rule implements the provisions 
of Section 1557. In most respects, the 
rule clarifies existing obligations under 
existing authorities, and we have noted 
in the cost analysis that we do not 
expect that covered entities will incur 
costs related to the clarification of those 
existing obligations in the final rule. As 
the HHS LEP Guidance 357 and 
regulation implementing Title VI 358 
indicate, recipients are already required 
to take reasonable steps to ensure 
meaningful access to their programs and 
activities by persons with limited 
English proficiency. We note that the 
additional provisions related to serving 
individuals with limited English 
proficiency in the final rule may create 
some additional costs but will also 
create substantial benefits to patients 
and providers by improving access to 
quality care.359 

Studies show that individuals with 
limited English proficiency experience 
barriers to receiving regular and 
adequate health care. However, 
according to the Institute of Medicine, 
when reliable language assistance 
services are utilized, patients experience 
treatment-related benefits, such as 
enhanced understanding of physician 
instruction, shared decision-making, 
provision of informed consent, 
adherence with medication regimes, 
preventive testing, appointment 
attendance, and follow-up 
compliance.360 Additional intangible 
benefits may include retention of 
cultural information, exchange of 
information, greater satisfaction with 
care,361 and enhanced privacy and 
autonomy of individuals with limited 
English proficiency who may have 
previously had to rely on family 
members for language assistance.362 

Health service providers also benefit 
from providing language assistance 
services for individuals with limited 
English proficiency. Providers can more 
confidently make diagnoses, prescribe 
medications, reach treatment decisions, 
and ensure that treatment plans are 

understood by patients.363 ‘‘Language is 
also an important tool for clinicians to 
establish an empathic connection with 
patients[;]’’ accordingly, language 
assistance services benefit both patients 
and providers alike.364 One study states 
that ensuring effective communication 
can also help providers avoid costs 
associated with ‘‘damages paid to 
patients, legal fees, the time lost when 
defending a lawsuit, the loss of 
reputation and patients, the fear of 
possible monetary loss, and the stress 
and distraction of litigation.’’ 365 
Another study of malpractice claims 
found that a malpractice carrier insuring 
in four states paid over $2 million in 
damages or settlements as well as over 
$2 million in legal fees over a four year 
period for claims arising from failure to 
use an appropriate interpreter.366 

We have also noted that we expect 
that the prohibition of sex 
discrimination in the final rule will 
generate certain actions and other 
changes in behavior by covered entities 
and that these actions and changes will 
impose costs. These actions and other 
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371 Laura E. Durso, Kellan Baker, and Andrew 
Cray, Center for American Progress Issue Brief: 
LGBT Communities and the Affordable Care Act 
Findings from a National Survey, (Oct. 10, 2013), 
http://www.preventionjustice.org/wp-content/
uploads/2013/10/CAP–LGBT-Messaging- 
Research.pdf. 

372 Out2Enroll, Key Lessons for LGBT Outreach 
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24, 2014), http://out2enroll.org/lgbthealthcare/wp- 
content/uploads/2014/07/O2E_KeyLessons_
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374 Kellan E, Baker, Center for American Progress, 

Open Doors for All, Sexual Orientation and Gender 
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report/2015/04/30/112169/open-doors-for-all/. 

375 Id. 

376 Id. 
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of the Assistant Secretary for Planning and Eval., 
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378 Kellan Baker, Laura E. Durso, and Andrew 
Cray, Center for American Progress, Moving the 
Needle, The Impact of the Affordable Care Act on 
LGBT Communities, 3 (Nov. 2014), https://
www.americanprogress.org/issues/lgbt/report/2014/
11/17/101575/moving-the-needle/. 

379 California Department of Insurance, supra 
note 346, at 10–12. 

changes in behavior will also result in 
benefits. 

The provisions prohibiting sex 
discrimination in the ACA increase the 
affordability and accessibility of health 
care for women and transgender 
individuals. However, despite the ACA 
improving access to health services and 
health insurance, many women and 
transgender individuals continue to 
experience discrimination in the health 
care context, which can lead to denials 
of adequate health care and increases in 
existing health disparities in 
underserved communities. This 
continued discrimination demonstrates 
the need for further clarification 
regarding the prohibition of 
discrimination on the basis of sex. 

Prior to the enactment of the ACA, 
insurance companies were allowed to 
impose higher premiums on women or 
deny women coverage altogether. If 
issuers did cover women, they 
frequently did not cover a number of 
women’s health services, including 
routine preventive services, such as pap 
smears or mammograms. Insurance 
premiums previously could differ by 
sex, and were often higher for females 
relative to males. The ACA prohibits 
differential treatment based on sex, 
includes maternity coverage in essential 
health benefits, and requires non- 
grandfathered plans to cover women’s 
preventive services without copays, 
among other benefits. 

For transgender individuals, a major 
barrier to receiving care is a concern 
over being refused medical treatment 
based on bias against them.367 In a 2010 
report, 26.7% of transgender 
respondents reported that they were 
refused needed health care.368 A 2011 
survey revealed that 25% of transgender 
individuals reported being subject to 
harassment in medical settings, and 
50% reported having to teach their 
medical providers about transgender 
care.369 We received many comments 
expressing anecdotal evidence of these 
statistics. 

Another potential barrier for 
transgender individuals to care is 
covered entities’ nondiscrimination 
policies, which often do not include 
gender identity. The 2014 Human Rights 
Campaign Healthcare Equality Index, 
which evaluates health care facilities’ 
LGBT policies and practices, found that 
among the 640 hospitals it evaluated, 
501 had patient nondiscrimination 

policies but of those only 257 had a 
patient nondiscrimination policy that 
included both the terms ‘‘sexual 
orientation’’ and ‘‘gender identity.’’ 370 

Yet another barrier to care for 
transgender individuals is the process of 
obtaining health insurance coverage. A 
study by the Center for American 
Progress found that transgender 
individuals have often experienced 
difficulties when seeking insurance 
coverage.371 Similarly, in 2014, 
Out2Enroll, a national campaign that 
serves as a key link between LGBT 
communities and the ACA by 
connecting LGBT people with 
information about their new coverage 
options, issued findings in a report 
entitled ‘‘Key Lessons for LGBT 
Outreach and Enrollment under the 
Affordable Care Act.’’ 372 The report 
focuses on the lack of adequate training 
of Navigator staff when encountering 
LGBT individuals seeking access to the 
Health Insurance Marketplaces. A major 
complaint was that Navigator staff was 
unaware of the multitude of 
discriminatory practices and policy 
restrictions in which issuers engage to 
deny or restrict coverage of transgender 
individuals, and that Navigator staff 
lacked basic knowledge of health issues 
that are unique to transgender 
individuals.373 

Ultimately, transgender individuals 
who have experienced discrimination in 
the health care context often postpone 
or do not seek needed health care, 
which may lead to negative health 
consequences.374 A study by the 
National Center for Transgender 
Equality and the National Gay and 
Lesbian Task Force found that ‘‘one- 
quarter of the more than 6,400 
transgender and gender-nonconforming 
respondents reported . . . being denied 
needed treatment[,] . . . being harassed 
in health care settings[,] . . . [and] 
postponing medical care because of 
discrimination by providers.’’ 375 We 

received several comments echoing 
these statements, both from individuals 
citing personal experiences and from 
entities citing data. This kind of 
discrimination exacerbates health 
disparities experienced by the LGBT 
population, including: higher rates of 
mental health issues, including 
depression and suicide attempts; higher 
risk of HIV/AIDS; higher use of tobacco 
and other drugs; and higher risk of 
certain cancers, such as breast cancer, 
with some portion of the differential 
potentially attributable to barriers to 
health care.376 

By prohibiting discrimination on the 
basis of sex, Section 1557 would result 
in more women and transgender 
individuals obtaining coverage and 
accessing health services. Since 2013, 
the uninsured rate for women has 
declined, with nearly 9.5 million 
women gaining health coverage as of 
2016.377 Similarly, uninsured rates for 
LGBT individuals dropped from 34% in 
2013 to 26% in 2014.378 While these 
declines in the rates of the uninsured 
are attributable to many factors, among 
these factors may be provisions in the 
ACA prohibiting discriminatory 
practices in insurance. We expect that 
the Section 1557 regulation may 
contribute to a continued reduction in 
the number of individuals who are 
uninsured, although the reduction 
would be much more modest. 

For a representative example, we look 
to a State of California economic impact 
assessment of State practices prohibiting 
gender discrimination in health care, 
which cites the following benefits: 379 

1. Reduced violence against affected 
individuals; 

2. Reduced depression and suicide 
attempts among the affected population; 
and 

3. Overall declines in substance 
abuse, smoking and alcohol abuse rates, 
and improvements in mental health 
among treated individuals in LGBT 
populations who receive appropriate 
medical treatment. 

Moreover, because discrimination 
contributes to health disparities, the 
prohibition of sex discrimination in 
health care under Section 1557 can help 
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reduce health disparities. While it is not 
possible to quantify the benefits of the 
reduction in health disparities, the 
benefits would include more people 
receiving adequate health care, 
regardless of their sex, including gender 
identity. 

The health and longevity benefits 
discussed above as potential effects of 
this rule assume additional or higher- 
quality medical services are provided to 
affected individuals. These services 
would be associated with costs (which 
we lack data to estimate). As mentioned 
in the earlier discussion of actuarial 
risk, to the extent that changes in 
insurance premiums do not alter how 
society uses its resources, the final rule 
would result in transfers between 
members of society, rather than social 
costs or benefits. In addition to women 
and transgender individuals, health 
service providers and the Federal 
government could also be recipients of 
these transfers. For example, in 2013, 
$53.3 billion was paid to offset 
uncompensated care, of which the 
Federal government paid for 
approximately $32.8 billion.380 Based 
on estimated coverage gains in 2014, 
uncompensated care costs are expected 
to continue to fall substantially 
following continued major insurance 
coverage expansions, including 
coverage expansions through the Health 
Insurance MarketplaceSM.381 While 
issuance of the Section 1557 regulation 
is not a factor in this projection, we 
believe that the Section 1557 regulation 
will likewise contribute to a decrease in 
payments by the Federal government for 
uncompensated care by promoting an 
increase in the number of individuals 
who have coverage when they receive 
care. 

Aside from the specific benefits and 
transfers that women and transgender 
individuals, and the health care 
community can be expected to gain 
from the enactment of the regulation, 
there are additional benefits that are 
intangible and unquantifiable that 
derive from providing equal access to 
health care for all. 

IV. Alternatives Considered 
In the course of developing this 

regulation, OCR considered various 
alternatives. Some of those alternatives 
are discussed in the preamble. A 
discussion of alternatives cannot cover 
all alternatives considered by OCR. The 
following alternatives are meant to be a 
representative sample to show how 
burden reduction was a major 
consideration in constructing the 
standards in this regulation. 

The first option is no new regulatory 
action. We did not select this option 
because we believe the regulation 
provides substantial benefits to society, 
net of the costs. We received a comment 
suggesting that we consider either 
writing a more informative than 
prescriptive regulation or delaying the 
regulation, based on a possible trend of 
increased voluntary compliance by 
health care agencies with 
nondiscrimination statutes. OCR’s 
current experience, however, points to 
the importance of and need for a 
prescriptive regulation. OCR provides 
education and information on the civil 
rights statutes and regulations, conducts 
technical assistance and outreach to 
promote compliance, and is developing 
training materials to provide 
information and technical assistance on 
this rule. However, OCR has found that 
providing information and outreach is 
not sufficient to ensure 
nondiscrimination in health care 
programs and activities. OCR continues 
to receive and resolve many complaints 
of discrimination and to hear of ongoing 
discrimination through outreach and 
communications with stakeholders. The 
regulation will inform stakeholders of 
their rights so that affected individuals 
know that they can seek OCR’s 
assistance, and will provide clarity for 
covered entities, limiting uncertainty 
and promoting compliance. In addition, 
the majority of the comments from the 
public in response to the proposed rule 
favored issuance of a regulation. 

OCR considered requiring covered 
entities to provide separate notices, 
covering separate content, e.g., separate 
notices on the requirements concerning 
the provision of meaningful access for 
individuals with limited English 
proficiency, requirements concerning 
effective communication for individuals 
with disabilities, and policies on 
nondiscrimination. To reduce the 
burden on covered entities, OCR 
rejected this option in favor of a 
comprehensive single-notice 
requirement. We are also permitting 
entities to combine the Section 1557 
notice with other notices that the 
entities may be required to post. 

OCR decided to further reduce the 
burden imposed on covered entities by 
the notice requirement by making 
available a sample notice, located in 
Appendix A. OCR allows covered 
entities flexibility in complying with the 
notice requirement by giving covered 
entities the option of using the sample 
notice or developing their own notice. 
Although OCR considered requiring 
covered entities to post the notice in 15 
languages (Spanish (or Spanish Creole), 
Chinese, Vietnamese, Korean, Tagalog, 
Russian, Arabic, French Creole, French 
(including Patois, Cajun), Portuguese (or 
Portuguese Creole), Polish, Japanese, 
Italian, German, and Persian (Farsi)), we 
rejected that option. Instead, we are 
providing the notice translated into 64 
languages, and are allowing covered 
entities the discretion to post one or 
more of the translated notices. We 
believe that making translated notices 
readily available to covered entities 
maximizes efficiency and economies of 
scale, provides flexibility while 
minimizing burden, and helps provide 
greater access for beneficiaries and 
consumers. Additionally, although OCR 
considered requiring covered entities to 
create their own taglines in the top 15 
national languages spoken by 
individuals with limited English 
proficiency, we rejected that option. 
Instead, OCR is making available to 
covered entities the taglines in 64 
languages. As the tagline requirement 
for the covered entities only requires the 
cost of printing and posting, this burden 
is expected to be minimal. 

OCR considered not providing 
training materials to covered entities on 
the requirements of the regulation. 
However, in order to reduce costs and 
burden, OCR is providing these 
materials, which will reduce covered 
entities’ costs of developing training 
materials from $500 per entity to $125 
per entity, resulting in a savings of 
approximately $104 million. Entities are 
assumed to bear one quarter of the total 
costs. These costs result from paying the 
presenters who will run the training 
sessions, providing classroom space, 
and supplementing the training 
materials that OCR is making available 
(should they choose to do so). 

OCR considered remaining silent on 
covered entities’ obligations to comply 
with Section 1557’s prohibition of 
national origin discrimination as it 
affects individuals with limited English 
proficiency. We rejected this approach 
because we were concerned that OCR’s 
silence would create ambiguity about 
covered entities’ obligations to 
individuals with limited English 
proficiency and could jeopardize the 
access of individuals with limited 
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382 The Age Act procedures, for example, require 
mediation of all age discrimination complaints, and 
exhaustion of administrative remedies prior to the 
filing of a civil lawsuit. 45 CFR 91.43, 91.50. 383 Exec. Order No. 13132, 64 FR 43255 (1999). 

English proficiency to covered entities’ 
health programs and activities. Clearly 
explaining the standards also promotes 
compliance and reduces enforcement 
costs. Options for addressing the 
prohibition of national origin 
discrimination as it affects individuals 
with limited English proficiency are 
discussed in the preamble to the 
proposed rule. 

OCR considered a regulatory scheme 
requiring covered entities to provide 
meaningful access to each individual 
with limited English proficiency by 
providing effective language assistance 
services, at no cost, unless such action 
would result in an undue burden or 
fundamental alteration. OCR also 
considered requiring covered entities of 
a certain type or size to have enhanced 
obligations to provide language 
assistance services. Such enhanced 
obligations would include providing a 
predetermined range of language 
assistance services in certain non- 
English languages that met defined 
thresholds. A covered entity that was 
not of a certain type or size still would 
be required to provide meaningful 
access to each individual with limited 
English proficiency in its health 
programs and activities, but the covered 
entity would not have to provide a 
predetermined range of language 
assistance services in certain non- 
English languages. OCR also explored 
applying the threshold requirement to 
standardized vital documents on a 
national, State, or county level, as well 
as specific to a covered entity’s 
geographic service area. 

The strengths of these alternate 
regulatory schemes included limited 
obligations for small businesses 
providing health programs or activities 
and defined standards for larger entities. 
The costs of these approaches included 
the complexity of the regulatory scheme 
and the potential burden on the covered 
entities of a certain type or size that 
would have enhanced applications. 
OCR determined these costs outweigh 
the benefits. 

OCR considered drafting new 
provisions addressing effective 
communication (apart from 
communication through electronic and 
information technology) with 
individuals with disabilities, but instead 
is incorporating provisions of the 
regulation implementing Title II of the 
ADA to ensure consistency for covered 
entities and potentially reduce burden 
by limiting resources spent on training 
and modification of policies and 
procedures. 

Options regarding communication 
through electronic and information 
technology are discussed in the 

preamble to the regulation. Regarding 
the accessibility requirements under the 
proposed regulation, OCR at first 
considered a narrower interpretation 
that the rule applied only to access to 
health programs and activities provided 
through covered entities’ Web sites. 
However, we chose a broader 
interpretation, to include both Web sites 
and other means of electronic and 
information technology. While this 
could potentially increase the burden on 
recipients of Federal financial assistance 
and State-based Marketplaces, this 
would offer clarity to covered entities, 
increase the benefit of the rule, and help 
enhance access for individuals with 
disabilities. 

In the area of compliance, OCR 
considered having one set of procedures 
for all compliance activities involving 
recipients of Federal financial assistance 
and State-based MarketplaceSM entities. 
Instead, OCR decided to adopt the 
unique Age Act procedures 382 for age- 
related compliance activities under 
Section 1557 because Age Act 
compliance activities and Section 1557 
compliance activities regarding age 
discrimination are likely to substantially 
overlap. 

With regard to other areas of 
compliance, OCR considered 
developing a separate set of procedures 
for Section 1557 compliance activities 
involving HHS health programs and 
activities, but decided to largely adopt 
the existing procedures for disability 
compliance activities involving HHS 
health programs and activities (with 
some enhancement) to improve 
efficiencies for OCR and the HHS health 
programs and activities covered by 
Section 1557. 

V. Unfunded Mandates Reform Act of 
1995 

Section 202 of the Unfunded 
Mandates Reform Act of 1995 requires 
that agencies assess anticipated costs 
and benefits before issuing any rule that 
includes a Federal mandate that could 
result in expenditure in any one year by 
State, local, or tribal governments, in the 
aggregate, or by the private sector, of 
$100 million in 1995 dollars, updated 
annually for inflation. In 2016, that 
threshold level is approximately $146 
million. 

The Unfunded Mandates Reform Act 
does not address the total cost of a final 
rule. Rather, it focuses on certain 
categories of cost, mainly those ‘‘Federal 
mandate’’ costs resulting from: (1) 

Imposing enforceable duties on State, 
local, or tribal governments, or on the 
private sector; or (2) increasing the 
stringency of conditions in, or 
decreasing the funding of, State, local, 
or tribal governments under entitlement 
programs. 

Our impact analysis shows that 
burden associated with training staff 
working for covered entities will be 
spread widely across health care 
entities, State and local governmental 
entities, and a substantial number of 
health insurance issuers. The analysis 
estimates the unfunded burden will be 
about $422 million in training and 
familiarization costs. We project that for 
the first few years following 
promulgation of the final rule, private 
sector costs for investigating 
discrimination complaints may amount 
to $87 million per year. Within the first 
five years following the final rule’s 
promulgation, we anticipate complaints 
will increase, and then eventually drop 
off as covered entities modify their 
policies and practices in response to the 
final rule. 

As we explain in the RIA, we believe 
there will be benefits gained from the 
promulgation of this regulation in the 
form of reduction in discrimination 
based on race, color, national origin, 
sex, age, and disability, and the 
corresponding improvement in the 
quality of care to underserved 
communities. In response to comments 
concerning the costs to covered entities, 
we note that we have not included some 
changes that would have been beneficial 
to individuals because we recognize that 
they would be costly for covered 
entities. 

VI. Executive Order 13132: Federalism 

As required by Executive Order 
13132 383 on Federalism, OCR examined 
the effects of provisions in the 
regulation on the relationship between 
the Federal government and the States. 
OCR has concluded that the regulation 
does have Federalism implications but 
preempts State law only where the 
exercise of State authority directly 
conflicts with the exercise of Federal 
authority under the Federal statute. 

The regulation attempts to balance 
State autonomy with the necessity of 
creating a Federal floor that will provide 
a uniform level of nondiscrimination 
protection across the country. The 
regulation restricts regulatory 
preemption of State law to the 
minimum level necessary to achieve the 
objectives of the underlying Federal 
statute, Section 1557 of the ACA. 
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384 U.S. Small Business Administration, Table of 
Small Business Size Standards Matched to North 
American Industry Classification System Codes. 
Small Business Administration, (June, 2016), 
https://www.sba.gov/sites/default/files/
Size5FStandards5FTable.pdf. 

385 Physician practices may earn more than $11 
million per year and that would reduce the number 
of ‘‘large’’ practices to be excluded from the 
analysis. But as we will later show, large practices 
will have proportionally larger workforce staff that 
must be excluded from the analysis. 

386 U.S. Census Bureau, Statistics of U.S. 
Businesses, supra note 314. 

It is recognized that the States 
generally have laws that relate to 
nondiscrimination against individuals 
on a variety of bases. State laws 
continue to be enforceable, unless they 
prevent application of the final rule. 
The final rule explicitly provides that it 
is not to be construed to supersede State 
or local laws that provide additional 
protections against discrimination on 
any basis articulated under the 
regulation. Provisions of State law 
relating to nondiscrimination that is 
‘‘more stringent’’ than the proposed 
Federal regulatory requirements or 
implementation specifications will 
continue to be enforceable. 

Section 3(b) of Executive Order 13132 
recognizes that national action limiting 
the policymaking discretion of States 
will be imposed only where there is 
constitutional and statutory authority 
for the action and the national activity 
is appropriate in light of the presence of 
a problem of national significance. 
Discrimination issues in relation to 
health care are of national concern by 
virtue of the scope of interstate health 
commerce. The ACA’s provisions reflect 
this position. 

Section 3(d)(2) of Executive Order 
13132 requires that where possible, the 
Federal government defer to the States 
to establish standards. Title I of the ACA 
authorized the Secretary to promulgate 
regulations to implement Section 1557, 
and we have done so accordingly. 

Section 4(a) of Executive Order 13132 
expressly contemplates preemption 
when there is a conflict between 
exercising State and Federal authority 
under a Federal statute. Section 4(b) of 
the Executive Order authorizes 
preemption of State law in the Federal 
rulemaking context when ‘‘the exercise 
of State authority directly conflicts with 
the exercise of Federal authority under 
the Federal statute.’’ The approach in 
this regulation is consistent with these 
standards in the Executive Order in 
superseding State authority only when 
such authority is inconsistent with 
standards established pursuant to the 
grant of Federal authority under the 
statute. 

Section 6(b) of Executive Order 13132 
includes some qualitative discussion of 
substantial direct compliance costs that 
State and local governments could incur 
as a result of a proposed regulation. We 
have determined that the costs of the 
final rule will not impose substantial 
direct compliance costs on State or local 
governments. We have considered the 
cost burden that this rule will impose 
on State and local health care and 
benefit programs, and estimate State and 
local government costs will be in the 
order of $17.8 million in the first two 

years of implementation. The $17.8 
million represents the sum of the costs 
of training State workers and 
enforcement costs attributable to State 
agencies analyzed above. 

VII. Regulatory Flexibility Act (RFA) 

The RFA requires agencies that issue 
a regulation to analyze options for 
regulatory relief of small businesses if a 
rule will have a significant impact on a 
substantial number of small entities. 
The RFA generally defines a ‘‘small 
entity’’ as: 

(1) A proprietary firm meeting the size 
standards of the Small Business 
Administration (SBA); 

(2) A nonprofit organization that is 
not dominant in its field; or 

(3) A small government jurisdiction 
with a population of less than 50,000 
(States and individuals are not included 
in the definition of ‘‘small entity’’). 

HHS uses as its measure of significant 
economic impact on a substantial 
number of small entities a change in 
revenues of more than 3% for 5% or 
more of affected small entities. 

In instances where OCR judged that 
the final rule would have a significant 
impact on a substantial number of small 
entities, we considered alternatives to 
reduce the burden. To accomplish our 
task, we first identified all the small 
entities that may be impacted, and then 
evaluated whether the economic burden 
we determined in the RIA represents a 
significant economic impact. 

A. Entities That Will Be Affected 

HHS has traditionally classified most 
health care providers as small entities 
even though some nonprofit providers 
would not meet the definition of ‘‘small 
entity’’ were they proprietary firms. 
Nonprofit entities are small if they are 
independently owned and operated and 
are not dominant in their fields. 

The CMS Provider of Service file has 
indicators for profit and nonprofit 
entities, but these have proven to be 
unreliable. The Census data identifies 
firms’ tax status by profit and non-profit 
status but only reports revenues and 
does not report them by the profit and 
non-profit status of the entity. 

1. Physicians 

One class of providers we do not 
automatically classify as small 
businesses is physician practices. 
Physician practices are businesses and 
therefore are ‘‘small’’ if they meet the 
SBA’s definition. The current size 
standard for physicians (excluding 
mental health specialists) (North 
American Industry Classification 
System code 62111) is annual receipts 

of less than $11 million.384 Using the 
Census data showing the number of 
firms, employees and payroll, we 
selected physicians that reported fewer 
than 20 employees as the top end for 
small physician offices. This equaled 
17,835 entities or 9.6% of all physician 
offices defined as ‘‘large.’’ This left 
167,814 offices or 90.4% as ‘‘small.’’ 385 

2. Pharmacies 

Pharmacies also are businesses, and 
the size standard for them is annual 
receipts of less than $27.5 million. 
According to Census Statistics of U.S. 
Businesses, there are 18,852 pharmacy 
and drug store firms (North American 
Industry Classification System code 
44611). Because of the lack of revenue 
or receipt data for pharmacies, we are 
unable to estimate the number of small 
pharmacies based on the SBA size 
standard. However, using the number of 
employees taken from the Statistics of 
U.S. Businesses as a proxy for revenues, 
the data is divided by number of 
employees per firm and shows the 
number of employers with fewer than 
20 employees and those with more than 
20 employees.386 The number of firms 
with fewer than 20 employees is 16,520 
and represents 88% of the total number 
of pharmacy firms. It seemed reasonable 
to assume that firms with fewer than 20 
employees satisfy the SBA size standard 
and thus we accepted that the number 
of small pharmacy firms equaled 16,520. 
As with the number of small physician 
offices, our method can only identify 
the minimum number of ‘‘small’’ 
pharmacies that meet the SBA size 
standard. We cannot determine the 
actual number of ‘‘small’’ pharmacies. 

3. Health Insurance Issuers 

Another class of covered entities that 
are business enterprises is health 
insurance issuers. The SBA size 
standard for health insurance issuers is 
annual receipts of $38.5 million. 
Although the Blue Cross/Blue Shield 
companies that operate in some markets 
are organized as nonprofit entities, they 
often are large enough so as to not meet 
the definition of ‘‘small entity.’’ 
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387 75 CFR 24481, May 5, 2010. 388 U.S. Dep’t of Labor, Bureau of Labor Statistics, 
Industries at a Glance, http://www.bls.gov/iag/tgs/
iag621.htm (last visited Mar. 26, 2016). 

Unfortunately, we cannot use the 
Census revenue data for estimating the 
number of small health insurance 
issuers because the Census data 
combines life and health insurance. 
Substituting costs for revenues allows 
us to obtain a rough estimate of the 
number of large insurance issuers, 
realizing that cost will probably be less 
than revenues, thus giving us a lower 
count of large issuers. Using the 
National Health Expenditure for 2013, 
net cost of health insurance equaled 

$173.6 billion. However, the 2012 
Census data report a total of 815 health 
insurance issuers. Dividing the $174 
billion in costs by the number of 
insurance issuers reported in the census 
tables yields average costs of over $213 
million, which means that average 
annual revenues per issuer exceeds 
$213 million. We concluded, therefore, 
that there are almost no small insurance 
issuers. The above analysis comports 
with the conclusion CMS published in 

the Health Insurance Web Portal 
Requirements.387 

4. Local Government Entities 

We also excluded local governmental 
entities from our count of small entities 
because we lack the data to classify 
them by populations of fewer than 
50,000. The following table shows the 
number of small covered entities we 
estimated could be affected by the 
proposed rule. 

TABLE 6—SMALL COVERED ENTITIES 

NAIC Entity type Number of 
firms 

62142 ................ Outpatient mental health and substance abuse centers ...................................................................................... 4,987 
62141 ................ HMO medical centers ........................................................................................................................................... 104 
62142 ................ Kidney dialysis centers ......................................................................................................................................... 492 
62143 ................ Freestanding ambulatory surgical and emergency centers ................................................................................. 4,121 
621498 .............. All other outpatient care centers .......................................................................................................................... 5,399 
6215 .................. Medical and diagnostic laboratories ..................................................................................................................... 7,958 
6216 .................. Home health care services ................................................................................................................................... 21,668 
6219 .................. All other ambulatory health care services ............................................................................................................ 6,956 
62321 ................ Residential mental retardation facilities ................................................................................................................ 6,225 
62199 ................ General medical and surgical hospitals ............................................................................................................... 3,067 
621991 .............. Psychiatric and substance abuse hospitals ......................................................................................................... 411 
6221 .................. Specialty (except psychiatric and substance abuse) hospitals ............................................................................ 373 
6231 .................. Nursing care facilities (skilled nursing facilities) ................................................................................................... 8,623 
44611 ................ Pharmacies and drug stores ................................................................................................................................ 16,520 
6211 .................. Offices of physicians ............................................................................................................................................ 167,814 

Navigator grantees ............................................................................................................................................... 100 

Total small entities ................................................................................................................................................ 254,998 

B. Whether the Rule Will Have a 
Significant Economic Impact on 
Covered Small Entities 

Total undiscounted costs associated 
with the final rule are an average of 
$189 million per year over a five year 
period. If all of those costs are borne by 
small entities, this amounts to an 
average of $739 each year over that five 
year period. As a result, we believe that 
fewer than 5% of all small entities will 
experience a burden of greater than 3% 
of their revenues. Ambulatory health 
care services facilities (North American 
Industry Classification System 621), for 
example, are small entities with an 
average of 13 employees and revenue of 
$1.7 million based on 2012 reported 
data for employees of 6.4 million and 
total revenues of $825.7 million for 

485,235 firms.388 In addition, the 
majority of the costs associated with this 
final rule are proportional to the size of 
entities, meaning that even the smallest 
of the affected entities are unlikely to 
face a substantial impact. Thus, we 
would not consider this regulation a 
significant burden on a substantial 
number of small entities, and, therefore, 
the Secretary certifies that the final rule 
will not have a significant impact on a 
substantial number of small entities. 

VIII. Conclusion 
For the most part, because this 

regulation is consistent with existing 
standards applicable to the covered 
entities, the new burdens created by its 
issuance are minimal. The major 
impacts are in the areas of voluntary 
training, posting of notices, enforcement 

(where increased caseloads pose 
incremental costs on covered entities), 
voluntary development of language 
access plans, and revisions or 
development of new policies and 
procedures. The final rule does not 
include broad expansions of existing 
civil rights requirements on covered 
entities, and therefore minimizes the 
imposition of new burdens. 
Nevertheless, it is still a major rule with 
economically significant costs. The 
annualized cost of this rule over the first 
five years following its publication is 
$192.5 million using a discount rate of 
3%, and $197.8 million using a discount 
rate of 7%. This RIA was organized and 
designed to explain the origin of these 
cost impacts and to incorporate relevant 
public comments. 
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TABLE 7—ACCOUNTING STATEMENT 

Accounting statement 

Category Primary 
estimate Low estimate High estimate Source 

BENEFITS 

Qualitative Benefits (02) .......................................................................... • Potential health improvements 
and longevity extensions as a 
result of reduced barriers to 
medical care for transgender 
individuals. 

.......................... RIA 

COSTS (millions) 

Annualized monetized ............................................................................. Covered entities 
train 40% of 

their employees 
on the new 
regulations 

Covered entities 
train 60% of 

their employees 
on the new 
regulations 

..........................

3% ............................................................................................................ 192.5 177.0 208.1 RIA 
7% ............................................................................................................ 197.8 181.4 214.2 RIA 

Non-quantified costs (02) ........................................................................ Costs of increased provision of 
health care services as a result of 
reduced barriers to access for 
transgender individuals. 

.......................... RIA 

Transfers (02) .......................................................................................... Health insurance premium 
reductions for affected women, 
with offsetting increases for other 
premium payers in affected plans. 

.......................... RIA 

Effects on State and Local Governments (02) ........................................ $17.8 million costs in the first 2 
years (training + enforcement) 

.......................... RIA 

Effects on Small Entities (02) .................................................................. Average of less than $1,000 per 
small entity per year 

.......................... RFA 

List of Subjects in 45 CFR Part 92 

Administrative practice and 
procedure, Civil rights, Discrimination, 
Elderly, Health care, Health facilities, 
Health insurance, Health programs and 
activities, Individuals with disabilities, 
Nondiscrimination, Reporting and 
recordkeeping requirements, Sex 
discrimination. 

For the reasons set forth in the 
preamble, the Department of Health and 
Human Services adds 45 CFR part 92 as 
follows: 

PART 92—NONDISCRIMINATION ON 
THE BASIS OF RACE, COLOR, 
NATIONAL ORIGIN, SEX, AGE, OR 
DISABILITY IN HEALTH PROGRAMS 
OR ACTIVITIES RECEIVING FEDERAL 
FINANCIAL ASSISTANCE AND 
HEALTH PROGRAMS OR ACTIVITIES 
ADMINISTERED BY THE 
DEPARTMENT OF HEALTH AND 
HUMAN SERVICES OR ENTITIES 
ESTABLISHED UNDER TITLE I OF THE 
PATIENT PROTECTION AND 
AFFORDABLE CARE ACT 

Subpart A—General Provisions 

92.1 Purpose and effective date. 
92.2 Application. 
92.3 Relationship to other laws. 
92.4 Definitions. 
92.5 Assurances required. 
92.6 Remedial action and voluntary action. 
92.7 Designation of responsible employee 

and adoption of grievance procedures. 
92.8 Notice requirement. 

Subpart B—Nondiscrimination Provisions 

92.101 Discrimination prohibited. 

Subpart C—Specific Applications to Health 
Programs and Activities 
92.201 Meaningful access for individuals 

with limited English proficiency. 
92.202 Effective communication for 

individuals with disabilities. 
92.203 Accessibility standards for buildings 

and facilities. 
92.204 Accessibility of electronic and 

information technology. 
92.205 Requirement to make reasonable 

modifications. 
92.206 Equal program access on the basis of 

sex. 
92.207 Nondiscrimination in health-related 

insurance and other health-related 
coverage. 

92.208 Employer liability for discrimination 
in employee health benefit programs. 

92.209 Nondiscrimination on the basis of 
association. 

Subpart D—Procedures 
92.301 Enforcement mechanisms. 
92.302 Procedures for health programs and 

activities conducted by recipients and 
State-based Marketplaces. 

92.303 Procedures for health programs and 
activities administered by the 
Department. 

Appendix A to Part 92—Sample Notice 
Informing Individuals About 
Nondiscrimination and Accessibility 
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Requirements and Sample 
Nondiscrimination Statement 

Appendix B to Part 92—Sample Tagline 
Informing Individuals With Limited 
English Proficiency of Language 
Assistance Services 

Appendix C to Part 92—Sample Section 1557 
of the Affordable Care Act Grievance 
Procedure 

Authority: 42 U.S.C. 18116, 5 U.S.C. 301. 

Subpart A—General Provisions 

§ 92.1 Purpose and effective date. 
The purpose of this part is to 

implement Section 1557 of the Patient 
Protection and Affordable Care Act 
(ACA) (42 U.S.C. 18116), which 
prohibits discrimination on the basis of 
race, color, national origin, sex, age, or 
disability in certain health programs 
and activities. Section 1557 provides 
that, except as provided in Title I of the 
ACA, an individual shall not, on the 
grounds prohibited under Title VI of the 
Civil Rights Act of 1964, Title IX of the 
Education Amendments of 1972, the 
Age Discrimination Act of 1975, or 
Section 504 of the Rehabilitation Act of 
1973, be excluded from participation in, 
be denied the benefits of, or be 
subjected to discrimination under, any 
health program or activity, any part of 
which is receiving Federal financial 
assistance or under any program or 
activity that is administered by an 
Executive Agency or any entity 
established under Title I of the ACA. 
This part applies to health programs or 
activities administered by recipients of 
Federal financial assistance from the 
Department, Title I entities that 
administer health programs or activities, 
and Department-administered health 
programs or activities. The effective date 
of this part shall be July 18, 2016, except 
to the extent that provisions of this part 
require changes to health insurance or 
group health plan benefit design 
(including covered benefits, benefits 
limitations or restrictions, and cost- 
sharing mechanisms, such as 
coinsurance, copayments, and 
deductibles), such provisions, as they 
apply to health insurance or group 
health plan benefit design, have an 
applicability date of the first day of the 
first plan year (in the individual market, 
policy year) beginning on or after 
January 1, 2017. 

§ 92.2 Application. 
(a) Except as provided otherwise in 

this part, this part applies to every 
health program or activity, any part of 
which receives Federal financial 
assistance provided or made available 
by the Department; every health 
program or activity administered by the 
Department; and every health program 

or activity administered by a Title I 
entity. 

(b)(1) Exclusions to the application of 
the Age Discrimination Act of 1975, as 
set forth at 45 CFR 91.3(b)(1), apply to 
claims of discrimination based on age 
under Section 1557 or this part. 

(2) Insofar as the application of any 
requirement under this part would 
violate applicable Federal statutory 
protections for religious freedom and 
conscience, such application shall not 
be required. 

(c) Any provision of this part held to 
be invalid or unenforceable by its terms, 
or as applied to any person or 
circumstance, shall be construed so as 
to continue to give maximum effect to 
the provision permitted by law, unless 
such holding shall be one of utter 
invalidity or unenforceability, in which 
event the provision shall be severable 
from this part and shall not affect the 
remainder thereof or the application of 
the provision to other persons not 
similarly situated or to other, dissimilar 
circumstances. 

§ 92.3 Relationship to other laws. 
(a) Rule of interpretation. Neither 

Section 1557 nor this part shall be 
construed to apply a lesser standard for 
the protection of individuals from 
discrimination than the standards 
applied under Title VI of the Civil 
Rights Act of 1964, Title IX of the 
Education Amendments of 1972, 
Section 504 of the Rehabilitation Act of 
1973, the Age Discrimination Act of 
1975, or the regulations issued pursuant 
to those laws. 

(b) Other laws. Nothing in this part 
shall be construed to invalidate or limit 
the rights, remedies, procedures, or legal 
standards available to individuals under 
Title VI of the Civil Rights Act of 1964, 
Title VII of the Civil Rights Act of 1964, 
the Architectural Barriers Act of 1968, 
Title IX of the Education Amendments 
of 1972, Sections 504 or 508 of the 
Rehabilitation Act of 1973, the Age 
Discrimination Act of 1975, the 
Americans with Disabilities Act of 1990, 
as amended by the Americans with 
Disabilities Act Amendments Act of 
2008, or other Federal laws or to 
supersede State or local laws that 
provide additional protections against 
discrimination on any basis described in 
§ 92.1. 

§ 92.4 Definitions. 
As used in this part, the term— 
1991 Standards means the 1991 ADA 

Standards for Accessible Design, 
published at Appendix A to 28 CFR part 
36 on July 26, 1991, and republished as 
Appendix D to 28 CFR part 36 on 
September 15, 2010. 

2010 Standards means the 2010 ADA 
Standards for Accessible Design, as 
defined at 28 CFR 35.104. 

ACA means the Patient Protection and 
Affordable Care Act (Pub. L. 111–148, 
124 Stat. 119 (2010) as amended by the 
Health Care and Education 
Reconciliation Act of 2010, Pub. L. 111– 
152, 124 Stat. 1029 (codified in 
scattered sections of U.S.C.)). 

ADA means the Americans with 
Disabilities Act of 1990 (42 U.S.C. 12101 
et seq.), as amended. 

Age means how old an individual is, 
or the number of elapsed years from the 
date of an individual’s birth. 

Age Act means the Age 
Discrimination Act of 1975 (42 U.S.C. 
6101 et seq.), as amended. 

Applicant means an individual who 
applies to participate in a health 
program or activity. 

Auxiliary aids and services include: 
(1) Qualified interpreters on-site or 

through video remote interpreting (VRI) 
services, as defined in 28 CFR 35.104 
and 36.303(b); note takers; real-time 
computer-aided transcription services; 
written materials; exchange of written 
notes; telephone handset amplifiers; 
assistive listening devices; assistive 
listening systems; telephones 
compatible with hearing aids; closed 
caption decoders; open and closed 
captioning, including real-time 
captioning; voice, text, and video-based 
telecommunication products and 
systems, text telephones (TTYs), 
videophones, and captioned telephones, 
or equally effective telecommunications 
devices; videotext displays; accessible 
electronic and information technology; 
or other effective methods of making 
aurally delivered information available 
to individuals who are deaf or hard of 
hearing; 

(2) Qualified readers; taped texts; 
audio recordings; Braille materials and 
displays; screen reader software; 
magnification software; optical readers; 
secondary auditory programs; large 
print materials; accessible electronic 
and information technology; or other 
effective methods of making visually 
delivered materials available to 
individuals who are blind or have low 
vision; 

(3) Acquisition or modification of 
equipment and devices; and 

(4) Other similar services and actions. 
Covered entity means: 
(1) An entity that operates a health 

program or activity, any part of which 
receives Federal financial assistance; 

(2) An entity established under Title 
I of the ACA that administers a health 
program or activity; and 

(3) The Department. 
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Department means the U.S. 
Department of Health and Human 
Services. 

Director means the Director of the 
Office for Civil Rights (OCR) of the 
Department. 

Disability means, with respect to an 
individual, a physical or mental 
impairment that substantially limits one 
or more major life activities of such 
individual; a record of such an 
impairment; or being regarded as having 
such an impairment, as defined and 
construed in the Rehabilitation Act, 29 
U.S.C. 705(9)(B), which incorporates the 
definition of disability in the ADA, 42 
U.S.C. 12102, as amended. Where this 
part cross-references regulatory 
provisions that use the term 
‘‘handicap,’’ ‘‘handicap’’ means 
‘‘disability’’ as defined in this section. 

Electronic and information 
technology means the same as 
‘‘electronic and information 
technology,’’ or any term that replaces 
‘‘electronic and information 
technology,’’ as it is defined in 36 CFR 
1194.4. 

Employee health benefit program 
means: 

(1) Health benefits coverage or health 
insurance coverage provided to 
employees and/or their dependents 
established, operated, sponsored or 
administered by, for, or on behalf of one 
or more employers, whether provided or 
administered by entities including but 
not limited to an employer, group health 
plan (as defined in the Employee 
Retirement Income Security Act of 1974 
(ERISA), 29 U.S.C. 1191b(a)(1)), third 
party administrator, or health insurance 
issuer. 

(2) An employer-provided or 
employer-sponsored wellness program; 

(3) An employer-provided health 
clinic; or 

(4) Long term care coverage or 
insurance provided or administered by 
an employer, group health plan, third 
party administrator, or health insurance 
issuer for the benefit of an employer’s 
employees. 

Federal financial assistance. (1) 
Federal financial assistance means any 
grant, loan, credit, subsidy, contract 
(other than a procurement contract but 
including a contract of insurance), or 
any other arrangement by which the 
Federal government provides or 
otherwise makes available assistance in 
the form of: 

(i) Funds; 
(ii) Services of Federal personnel; or 
(iii) Real and personal property or any 

interest in or use of such property, 
including: 

(A) Transfers or leases of such 
property for less than fair market value 
or for reduced consideration; and 

(B) Proceeds from a subsequent 
transfer or lease of such property if the 
Federal share of its fair market value is 
not returned to the Federal government. 

(2) Federal financial assistance the 
Department provides or otherwise 
makes available includes Federal 
financial assistance that the Department 
plays a role in providing or 
administering, including all tax credits 
under Title I of the ACA, as well as 
payments, subsidies, or other funds 
extended by the Department to any 
entity providing health-related 
insurance coverage for payment to or on 
behalf of an individual obtaining health- 
related insurance coverage from that 
entity or extended by the Department 
directly to such individual for payment 
to any entity providing health-related 
insurance coverage. 

Federally-facilitated MarketplaceSM 
means the same as ‘‘Federally-facilitated 
Exchange’’ defined in 45 CFR 155.20. 

Gender identity means an individual’s 
internal sense of gender, which may be 
male, female, neither, or a combination 
of male and female, and which may be 
different from an individual’s sex 
assigned at birth. The way an individual 
expresses gender identity is frequently 
called ‘‘gender expression,’’ and may or 
may not conform to social stereotypes 
associated with a particular gender. A 
transgender individual is an individual 
whose gender identity is different from 
the sex assigned to that person at birth. 

Health Insurance MarketplaceSM 
means the same as ‘‘Exchange’’ defined 
in 45 CFR 155.20. 

Health program or activity means the 
provision or administration of health- 
related services, health-related 
insurance coverage, or other health- 
related coverage, and the provision of 
assistance to individuals in obtaining 
health-related services or health-related 
insurance coverage. For an entity 
principally engaged in providing or 
administering health services or health 
insurance coverage or other health 
coverage, all of its operations are 
considered part of the health program or 
activity, except as specifically set forth 
otherwise in this part. Such entities 
include a hospital, health clinic, group 
health plan, health insurance issuer, 
physician’s practice, community health 
center, nursing facility, residential or 
community-based treatment facility, or 
other similar entity. A health program or 
activity also includes all of the 
operations of a State Medicaid program, 
a Children’s Health Insurance Program, 
and the Basic Health Program. 

HHS means the U.S. Department of 
Health and Human Services. 

Individual with a disability means any 
individual who has a disability as 
defined for the purpose of Section 504 
of the Rehabilitation Act of 1973, 29 
U.S.C. 705(20)(B)–(F), as amended. 
Where this part cross-references 
regulatory provisions applicable to a 
‘‘handicapped individual,’’ 
‘‘handicapped individual’’ means 
‘‘individual with a disability’’ as 
defined in this section. 

Individual with limited English 
proficiency means an individual whose 
primary language for communication is 
not English and who has a limited 
ability to read, write, speak, or 
understand English. 

Language assistance services may 
include, but are not limited to: 

(1) Oral language assistance, 
including interpretation in non-English 
languages provided in-person or 
remotely by a qualified interpreter for 
an individual with limited English 
proficiency, and the use of qualified 
bilingual or multilingual staff to 
communicate directly with individuals 
with limited English proficiency; 

(2) Written translation, performed by 
a qualified translator, of written content 
in paper or electronic form into 
languages other than English; and 

(3) Taglines. 
National origin includes, but is not 

limited to, an individual’s, or his or her 
ancestor’s, place of origin (such as 
country or world region) or an 
individual’s manifestation of the 
physical, cultural, or linguistic 
characteristics of a national origin 
group. 

On the basis of sex includes, but is 
not limited to, discrimination on the 
basis of pregnancy, false pregnancy, 
termination of pregnancy, or recovery 
therefrom, childbirth or related medical 
conditions, sex stereotyping, and gender 
identity. 

Qualified bilingual/multilingual staff 
means a member of a covered entity’s 
workforce who is designated by the 
covered entity to provide oral language 
assistance as part of the individual’s 
current, assigned job responsibilities 
and who has demonstrated to the 
covered entity that he or she: 

(1) Is proficient in speaking and 
understanding both spoken English and 
at least one other spoken language, 
including any necessary specialized 
vocabulary, terminology and 
phraseology, and 

(2) is able to effectively, accurately, 
and impartially communicate directly 
with individuals with limited English 
proficiency in their primary languages. 
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Qualified individual with a disability 
means, with respect to a health program 
or activity, an individual with a 
disability who, with or without 
reasonable modifications to policies, 
practices, or procedures, the removal of 
architectural, communication, or 
transportation barriers, or the provision 
of auxiliary aids and services, meets the 
essential eligibility requirements for the 
receipt of aids, benefits, or services 
offered or provided by the health 
program or activity. 

Qualified interpreter for an individual 
with a disability. (1) A qualified 
interpreter for an individual with a 
disability means an interpreter who via 
a remote interpreting service or an on- 
site appearance: 

(i) Adheres to generally accepted 
interpreter ethics principles, including 
client confidentiality; and 

(ii) is able to interpret effectively, 
accurately, and impartially, both 
receptively and expressively, using any 
necessary specialized vocabulary, 
terminology and phraseology. 

(2) For an individual with a disability, 
qualified interpreters can include, for 
example, sign language interpreters, oral 
transliterators (individuals who 
represent or spell in the characters of 
another alphabet), and cued language 
transliterators (individuals who 
represent or spell by using a small 
number of handshapes). 

Qualified interpreter for an individual 
with limited English proficiency means 
an interpreter who via a remote 
interpreting service or an on-site 
appearance: 

(1) Adheres to generally accepted 
interpreter ethics principles, including 
client confidentiality; 

(2) has demonstrated proficiency in 
speaking and understanding both 
spoken English and at least one other 
spoken language; and 

(3) is able to interpret effectively, 
accurately, and impartially, both 
receptively and expressly, to and from 
such language(s) and English, using any 
necessary specialized vocabulary, 
terminology and phraseology. 

Qualified translator means a 
translator who: 

(1) Adheres to generally accepted 
translator ethics principles, including 
client confidentiality; 

(2) has demonstrated proficiency in 
writing and understanding both written 
English and at least one other written 
non-English language; and 

(3) is able to translate effectively, 
accurately, and impartially to and from 
such language(s) and English, using any 
necessary specialized vocabulary, 
terminology and phraseology. 

Recipient means any State or its 
political subdivision, or any 
instrumentality of a State or its political 
subdivision, any public or private 
agency, institution, or organization, or 
other entity, or any individual, to whom 
Federal financial assistance is extended 
directly or through another recipient 
and which operates a health program or 
activity, including any subunit, 
successor, assignee, or transferee of a 
recipient. 

Section 504 means Section 504 of the 
Rehabilitation Act of 1973 (Pub. L. 93– 
112; 29 U.S.C. 794), as amended. 

Section 1557 means Section 1557 of 
the ACA (42 U.S.C. 18116). 

Sex stereotypes means stereotypical 
notions of masculinity or femininity, 
including expectations of how 
individuals represent or communicate 
their gender to others, such as behavior, 
clothing, hairstyles, activities, voice, 
mannerisms, or body characteristics. 
These stereotypes can include the 
expectation that individuals will 
consistently identify with only one 
gender and that they will act in 
conformity with the gender-related 
expressions stereotypically associated 
with that gender. Sex stereotypes also 
include gendered expectations related to 
the appropriate roles of a certain sex. 

State-based Marketplace SM means a 
Health Insurance Marketplace SM 
established by a State pursuant to 45 
CFR 155.100 and approved by the 
Department pursuant to 45 CFR 
155.105. 

Taglines mean short statements 
written in non-English languages that 
indicate the availability of language 
assistance services free of charge. 

Title I entity means any entity 
established under Title I of the ACA, 
including State-based Marketplaces and 
Federally-facilitated Marketplaces. 

Title VI means Title VI of the Civil 
Rights Act of 1964 (Pub. L. 88–352; 42 
U.S.C. 2000d et seq.), as amended. 

Title IX means Title IX of the 
Education Amendments of 1972 (Pub. L. 
92–318; 20 U.S.C. 1681 et seq.), as 
amended. 

§ 92.5 Assurances required. 
(a) Assurances. An entity applying for 

Federal financial assistance to which 
this part applies shall, as a condition of 
any application for Federal financial 
assistance, submit an assurance, on a 
form specified by the Director, that the 
entity’s health programs and activities 
will be operated in compliance with 
Section 1557 and this part. A health 
insurance issuer seeking certification to 
participate in a Health Insurance 
Marketplace SM or a State seeking 
approval to operate a State-based 

Marketplace SM to which Section 1557 
or this part applies shall, as a condition 
of certification or approval, submit an 
assurance, on a form specified by the 
Director, that the health program or 
activity will be operated in compliance 
with Section 1557 and this part. An 
applicant or entity may incorporate this 
assurance by reference in subsequent 
applications to the Department for 
Federal financial assistance or requests 
for certification to participate in a 
Health Insurance Marketplace SM or 
approval to operate a State-based 
Marketplace SM. 

(b) Duration of obligation. The 
duration of the assurances required by 
this subpart is the same as the duration 
of the assurances required in the 
Department’s regulations implementing 
Section 504, 45 CFR 84.5(b). 

(c) Covenants. When Federal financial 
assistance is provided in the form of real 
property or interest, the same conditions 
apply as those contained in the 
Department’s regulations implementing 
Section 504, at 45 CFR 84.5(c), except 
that the nondiscrimination obligation 
applies to discrimination on all bases 
covered under Section 1557 and this 
part. 

§ 92.6 Remedial action and voluntary 
action. 

(a) Remedial action. (1) If the Director 
finds that a recipient or State-based 
Marketplace SM has discriminated 
against an individual on the basis of 
race, color, national origin, sex, age, or 
disability, in violation of Section 1557 
or this part, such recipient or State- 
based Marketplace SM shall take such 
remedial action as the Director may 
require to overcome the effects of the 
discrimination. 

(2) Where a recipient is found to have 
discriminated against an individual on 
the basis of race, color, national origin, 
sex, age, or disability, in violation of 
Section 1557 or this part, and where 
another recipient exercises control over 
the recipient that has discriminated, the 
Director, where appropriate, may 
require either or both entities to take 
remedial action. 

(3) The Director may, where necessary 
to overcome the effects of 
discrimination in violation of Section 
1557 or this part, require a recipient or 
State-based Marketplace SM to take 
remedial action with respect to: 

(i) Individuals who are no longer 
participants in the recipient’s or State- 
based Marketplace SM’s health program 
or activity but who were participants in 
the health program or activity when 
such discrimination occurred; or 

(ii) Individuals who would have been 
participants in the health program or 
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activity had the discrimination not 
occurred. 

(b) Voluntary action. A covered entity 
may take steps, in addition to any action 
that is required by Section 1557 or this 
part, to overcome the effects of 
conditions that result or resulted in 
limited participation in the covered 
entity’s health programs or activities by 
individuals on the basis of race, color, 
national origin, sex, age, or disability. 

§ 92.7 Designation of responsible 
employee and adoption of grievance 
procedures. 

(a) Designation of responsible 
employee. Each covered entity that 
employs 15 or more persons shall 
designate at least one employee to 
coordinate its efforts to comply with 
and carry out its responsibilities under 
Section 1557 and this part, including 
the investigation of any grievance 
communicated to it alleging 
noncompliance with Section 1557 or 
this part or alleging any action that 
would be prohibited by Section 1557 or 
this part. For the Department, including 
the Federally-facilitated Marketplaces, 
the Director will be deemed the 
responsible employee under this 
section. 

(b) Adoption of grievance procedures. 
Each covered entity that employs 15 or 
more persons shall adopt grievance 
procedures that incorporate appropriate 
due process standards and that provide 
for the prompt and equitable resolution 
of grievances alleging any action that 
would be prohibited by Section 1557 or 
this part. For the Department, including 
the Federally-facilitated Marketplaces, 
the procedures for addressing 
complaints of discrimination on the 
grounds covered under Section 1557 or 
this part will be deemed grievance 
procedures under this section. 

§ 92.8 Notice requirement. 

(a) Each covered entity shall take 
appropriate initial and continuing steps 
to notify beneficiaries, enrollees, 
applicants, and members of the public 
of the following: 

(1) The covered entity does not 
discriminate on the basis of race, color, 
national origin, sex, age, or disability in 
its health programs and activities; 

(2) The covered entity provides 
appropriate auxiliary aids and services, 
including qualified interpreters for 
individuals with disabilities and 
information in alternate formats, free of 
charge and in a timely manner, when 
such aids and services are necessary to 
ensure an equal opportunity to 
participate to individuals with 
disabilities; 

(3) The covered entity provides 
language assistance services, including 
translated documents and oral 
interpretation, free of charge and in a 
timely manner, when such services are 
necessary to provide meaningful access 
to individuals with limited English 
proficiency; 

(4) How to obtain the aids and 
services in paragraphs (a)(2) and (3) of 
this section; 

(5) An identification of, and contact 
information for, the responsible 
employee designated pursuant to 
§ 92.7(a), if applicable; 

(6) The availability of the grievance 
procedure and how to file a grievance, 
pursuant to § 92.7(b), if applicable; and 

(7) How to file a discrimination 
complaint with OCR in the Department. 

(b) Within 90 days of the effective 
date of this part, each covered entity 
shall: 

(1) As described in paragraph (f)(1) of 
this section, post a notice that conveys 
the information in paragraphs (a)(1) 
through (7) of this section; and 

(2) As described in paragraph (g)(1) of 
this section, if applicable, post a 
nondiscrimination statement that 
conveys the information in paragraph 
(a)(1) of this section. 

(c) For use by covered entities, the 
Director shall make available, 
electronically and in any other manner 
that the Director determines 
appropriate, the content of a sample 
notice that conveys the information in 
paragraphs (a)(1) through (7) of this 
section, and the content of a sample 
nondiscrimination statement that 
conveys the information in paragraph 
(a)(1) of this section, in English and in 
the languages triggered by the obligation 
in paragraph (d)(1) of this section. 

(d) Within 90 days of the effective 
date of this part, each covered entity 
shall: 

(1) As described in paragraph (f)(1) of 
this section, post taglines in at least the 
top 15 languages spoken by individuals 
with limited English proficiency of the 
relevant State or States; and 

(2) As described in paragraph (g)(2) of 
this section, if applicable, post taglines 
in at least the top two languages spoken 
by individuals with limited English 
proficiency of the relevant State or 
States. 

(e) For use by covered entities, the 
Director shall make available, 
electronically and in any other manner 
that the Director determines 
appropriate, taglines in the languages 
triggered by the obligation in paragraph 
(d)(1) of this section. 

(f)(1) Each covered entity shall post 
the notice required by paragraph (a) of 
this section and the taglines required by 

paragraph (d)(1) of this section in a 
conspicuously-visible font size: 

(i) In significant publications and 
significant communications targeted to 
beneficiaries, enrollees, applicants, and 
members of the public, except for 
significant publications and significant 
communications that are small-sized, 
such as postcards and tri-fold brochures; 

(ii) In conspicuous physical locations 
where the entity interacts with the 
public; and 

(iii) In a conspicuous location on the 
covered entity’s Web site accessible 
from the home page of the covered 
entity’s Web site. 

(2) A covered entity may also post the 
notice and taglines in additional 
publications and communications. 

(g) Each covered entity shall post, in 
a conspicuously-visible font size, in 
significant publications and significant 
communications that are small-sized, 
such as postcards and tri-fold brochures: 

(1) The nondiscrimination statement 
required by paragraph (b)(2) of this 
section; and 

(2) The taglines required by paragraph 
(d)(2) of this section. 

(h) A covered entity may combine the 
content of the notice required in 
paragraph (a) of this section with the 
content of other notices if the combined 
notice clearly informs individuals of 
their civil rights under Section 1557 and 
this part. 

Subpart B—Nondiscrimination 
Provisions 

§ 92.101 Discrimination prohibited. 
(a) General. (1) Except as provided in 

Title I of the ACA, an individual shall 
not, on the basis of race, color, national 
origin, sex, age, or disability, be 
excluded from participation in, be 
denied the benefits of, or otherwise be 
subjected to discrimination under any 
health program or activity to which this 
part applies. 

(2) This part does not apply to 
employment, except as provided in 
§ 92.208. 

(b) Specific discriminatory actions 
prohibited. Under any health program or 
activity to which this part applies: 

(1)(i) Each covered entity must 
comply with the regulation 
implementing Title VI, at § 80.3(b)(1) 
through (6) of this subchapter. 

(ii) No covered entity shall, on the 
basis of race, color, or national origin, 
aid or perpetuate discrimination against 
any person by providing significant 
assistance to any entity or person that 
discriminates on the basis of race, color, 
or national origin in providing any aid, 
benefit, or service to beneficiaries of the 
covered entity’s health program or 
activity. 
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(2)(i) Each recipient and State-based 
MarketplaceSM must comply with the 
regulation implementing Section 504, at 
§§ 84.4(b), 84.21 through 84.23(b), 
84.31, 84.34, 84.37, 84.38, and 84.41 
through 84.52(c) and 84.53 through 
84.55 of this subchapter. Where this 
paragraph cross-references regulatory 
provisions that use the term ‘‘recipient,’’ 
the term ‘‘recipient or State-based 
MarketplaceSM’’ shall apply in its place. 

(ii) The Department, including the 
Federally-facilitated Marketplaces, must 
comply with the regulation 
implementing Section 504, at 
§§ 85.21(b), 85.41 through 85.42, and 
85.44 through 85.51 of this subchapter. 

(3)(i) Each covered entity must 
comply with the regulation 
implementing Title IX, at § 86.31(b)(1) 
through (8) of this subchapter. Where 
this paragraph cross-references 
regulatory provisions that use the term 
‘‘student,’’ ‘‘employee,’’ or ‘‘applicant,’’ 
these terms shall be replaced with 
‘‘individual.’’ 

(ii) A covered entity may not, directly 
or through contractual or other 
arrangements, utilize criteria or methods 
of administration that have the effect of 
subjecting individuals to discrimination 
on the basis of sex, or have the effect of 
defeating or substantially impairing 
accomplishment of the objectives of the 
program with respect to individuals on 
the basis of sex. 

(iii) In determining the site or location 
of a facility, a covered entity may not 
make selections that have the effect of 
excluding individuals from, denying 
them the benefits of, or subjecting them 
to discrimination under any programs to 
which this regulation applies, on the 
basis of sex; or with the purpose or 
effect of defeating or substantially 
impairing the accomplishment of the 
objectives of the program or activity on 
the basis of sex. 

(iv) A covered entity may operate a 
sex-specific health program or activity 
(a health program or activity that is 
restricted to members of one sex) only 
if the covered entity can demonstrate an 
exceedingly persuasive justification, 
that is, that the sex-specific health 
program or activity is substantially 
related to the achievement of an 
important health-related or scientific 
objective. 

(4)(i) Each covered entity must 
comply with the regulation 
implementing the Age Act, at § 91.11(b) 
of this subchapter. 

(ii) No covered entity shall, on the 
basis of age, aid or perpetuate 
discrimination against any person by 
providing significant assistance to any 
agency, organization, or person that 
discriminates on the basis of age in 

providing any aid, benefit, or service to 
beneficiaries of the covered entity’s 
health program or activity. 

(5) The enumeration of specific forms 
of discrimination in this paragraph does 
not limit the generality of the 
prohibition in paragraph (a) of this 
section. 

(c) The exceptions applicable to Title 
VI apply to discrimination on the basis 
of race, color, or national origin under 
this part. The exceptions applicable to 
Section 504 apply to discrimination on 
the basis of disability under this part. 
The exceptions applicable to the Age 
Act apply to discrimination on the basis 
of age under this part. These provisions 
are found at §§ 80.3(d), 84.4(c), 85.21(c), 
91.12, 91.15, and 91.17–.18 of this 
subchapter. 

(d) Where the regulatory provisions 
referenced in paragraphs (b)(1), (b)(3), 
and (b)(4), and paragraph (c) of this 
section use the term ‘‘recipient,’’ the 
term ‘‘covered entity’’ shall apply in its 
place. Where the regulatory provisions 
referenced in paragraphs (b)(1), (b)(3), 
and (b)(4) and paragraph (c) of this 
section use the terms ‘‘program or 
activity’’ or ‘‘program’’ or ‘‘education 
program,’’ the term ‘‘health program or 
activity’’ shall apply in their place. 

Subpart C—Specific Applications to 
Health Programs and Activities 

§ 92.201 Meaningful access for individuals 
with limited English proficiency. 

(a) General requirement. A covered 
entity shall take reasonable steps to 
provide meaningful access to each 
individual with limited English 
proficiency eligible to be served or 
likely to be encountered in its health 
programs and activities. 

(b) Evaluation of compliance. In 
evaluating whether a covered entity has 
met its obligation under paragraph (a) of 
this section, the Director shall: 

(1) Evaluate, and give substantial 
weight to, the nature and importance of 
the health program or activity and the 
particular communication at issue, to 
the individual with limited English 
proficiency; and 

(2) Take into account other relevant 
factors, including whether a covered 
entity has developed and implemented 
an effective written language access 
plan, that is appropriate to its particular 
circumstances, to be prepared to meet 
its obligations in § 92.201(a). 

(c) Language assistance services 
requirements. Language assistance 
services required under paragraph (a) of 
this section must be provided free of 
charge, be accurate and timely, and 
protect the privacy and independence of 

the individual with limited English 
proficiency. 

(d) Specific requirements for 
interpreter and translation services. 
Subject to paragraph (a) of this section: 

(1) A covered entity shall offer a 
qualified interpreter to an individual 
with limited English proficiency when 
oral interpretation is a reasonable step 
to provide meaningful access for that 
individual with limited English 
proficiency; and 

(2) A covered entity shall use a 
qualified translator when translating 
written content in paper or electronic 
form. 

(e) Restricted use of certain persons to 
interpret or facilitate communication. A 
covered entity shall not: 

(1) Require an individual with limited 
English proficiency to provide his or her 
own interpreter; 

(2) Rely on an adult accompanying an 
individual with limited English 
proficiency to interpret or facilitate 
communication, except: 

(i) In an emergency involving an 
imminent threat to the safety or welfare 
of an individual or the public where 
there is no qualified interpreter for the 
individual with limited English 
proficiency immediately available; or 

(ii) Where the individual with limited 
English proficiency specifically requests 
that the accompanying adult interpret or 
facilitate communication, the 
accompanying adult agrees to provide 
such assistance, and reliance on that 
adult for such assistance is appropriate 
under the circumstances; 

(3) Rely on a minor child to interpret 
or facilitate communication, except in 
an emergency involving an imminent 
threat to the safety or welfare of an 
individual or the public where there is 
no qualified interpreter for the 
individual with limited English 
proficiency immediately available; or 

(4) Rely on staff other than qualified 
bilingual/multilingual staff to 
communicate directly with individuals 
with limited English proficiency. 

(f) Video remote interpreting services. 
A covered entity that provides a 
qualified interpreter for an individual 
with limited English proficiency 
through video remote interpreting 
services in the covered entity’s health 
programs and activities shall provide: 

(1) Real-time, full-motion video and 
audio over a dedicated high-speed, 
wide-bandwidth video connection or 
wireless connection that delivers high- 
quality video images that do not 
produce lags, choppy, blurry, or grainy 
images, or irregular pauses in 
communication; 

(2) A sharply delineated image that is 
large enough to display the interpreter’s 
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face and the participating individual’s 
face regardless of the individual’s body 
position; 

(3) A clear, audible transmission of 
voices; and 

(4) Adequate training to users of the 
technology and other involved 
individuals so that they may quickly 
and efficiently set up and operate the 
video remote interpreting. 

(g) Acceptance of language assistance 
services is not required. Nothing in this 
section shall be construed to require an 
individual with limited English 
proficiency to accept language 
assistance services. 

§ 92.202 Effective communication for 
individuals with disabilities. 

(a) A covered entity shall take 
appropriate steps to ensure that 
communications with individuals with 
disabilities are as effective as 
communications with others in health 
programs and activities, in accordance 
with the standards found at 28 CFR 
35.160 through 35.164. Where the 
regulatory provisions referenced in this 
section use the term ‘‘public entity,’’ the 
term ‘‘covered entity’’ shall apply in its 
place. 

(b) A recipient or State-based 
MarketplaceSM shall provide 
appropriate auxiliary aids and services 
to persons with impaired sensory, 
manual, or speaking skills, where 
necessary to afford such persons an 
equal opportunity to benefit from the 
service in question. 

§ 92.203 Accessibility standards for 
buildings and facilities. 

(a) Each facility or part of a facility in 
which health programs or activities are 
conducted that is constructed or altered 
by or on behalf of, or for the use of, a 
recipient or State-based MarketplaceSM 
shall comply with the 2010 Standards as 
defined in § 92.4, if the construction or 
alteration was commenced on or after 
July 18, 2016, except that if a facility or 
part of a facility in which health 
programs or activities are conducted 
that is constructed or altered by or on 
behalf of, or for the use of, a recipient 
or State-based MarketplaceSM, was not 
covered by the 2010 Standards prior to 
July 18, 2016, such facility or part of a 
facility shall comply with the 2010 
Standards, as defined in § 92.4, if the 
construction was commenced after 
January 18, 2018. Departures from 
particular technical and scoping 
requirements by the use of other 
methods are permitted where 
substantially equivalent or greater 
access to and usability of the facility is 
provided. All newly constructed or 
altered buildings or facilities subject to 

this section shall comply with the 
requirements for a ‘‘public building or 
facility’’ as defined in Section 106.5 of 
the 2010 Standards. 

(b) Each facility or part of a facility in 
which health programs or activities are 
conducted that is constructed or altered 
by or on behalf of, or for the use of, a 
recipient or State-based MarketplaceSM 
in conformance with the 1991 Standards 
or the 2010 Standards as defined in 
§ 92.4 shall be deemed to comply with 
the requirements of this section and 
with 45 CFR 84.23(a) and (b), cross- 
referenced in § 92.101(b)(2)(i) with 
respect to those facilities, if the 
construction or alteration was 
commenced on or before July 18, 2016. 
Each facility or part of a facility in 
which health programs or activities are 
conducted that is constructed or altered 
by or on behalf of, or for the use of, a 
recipient or State-based MarketplaceSM 
in conformance with the Uniform 
Federal Accessibility Standards as 
defined in § 92.4, shall be deemed to 
comply with the requirements of this 
section and with 45 CFR 84.23(a) and 
(b), cross-referenced in § 92.101(b)(2)(i) 
with respect to those facilities, if the 
construction was commenced before 
July 18, 2016 and such facility was not 
covered by the 1991 Standards or 2010 
Standards. 

§ 92.204 Accessibility of electronic and 
information technology. 

(a) Covered entities shall ensure that 
their health programs or activities 
provided through electronic and 
information technology are accessible to 
individuals with disabilities, unless 
doing so would result in undue 
financial and administrative burdens or 
a fundamental alteration in the nature of 
the health programs or activities. When 
undue financial and administrative 
burdens or a fundamental alteration 
exist, the covered entity shall provide 
information in a format other than an 
electronic format that would not result 
in such undue financial and 
administrative burdens or a 
fundamental alteration but would 
ensure, to the maximum extent possible, 
that individuals with disabilities receive 
the benefits or services of the health 
program or activity that are provided 
through electronic and information 
technology. 

(b) Recipients and State-based 
Marketplaces shall ensure that their 
health programs and activities provided 
through Web sites comply with the 
requirements of Title II of the ADA. 

§ 92.205 Requirement to make reasonable 
modifications. 

A covered entity shall make 
reasonable modifications to policies, 
practices, or procedures when such 
modifications are necessary to avoid 
discrimination on the basis of disability, 
unless the covered entity can 
demonstrate that making the 
modifications would fundamentally 
alter the nature of the health program or 
activity. For the purposes of this 
section, the term ‘‘reasonable 
modifications’’ shall be interpreted in a 
manner consistent with the term as set 
forth in the ADA Title II regulation at 28 
CFR 35.130(b)(7). 

§ 92.206 Equal program access on the 
basis of sex. 

A covered entity shall provide 
individuals equal access to its health 
programs or activities without 
discrimination on the basis of sex; and 
a covered entity shall treat individuals 
consistent with their gender identity, 
except that a covered entity may not 
deny or limit health services that are 
ordinarily or exclusively available to 
individuals of one sex, to a transgender 
individual based on the fact that the 
individual’s sex assigned at birth, 
gender identity, or gender otherwise 
recorded is different from the one to 
which such health services are 
ordinarily or exclusively available. 

§ 92.207 Nondiscrimination in health- 
related insurance and other health-related 
coverage. 

(a) General. A covered entity shall 
not, in providing or administering 
health-related insurance or other health- 
related coverage, discriminate on the 
basis of race, color, national origin, sex, 
age, or disability. 

(b) Discriminatory actions prohibited. 
A covered entity shall not, in providing 
or administering health-related 
insurance or other health-related 
coverage: 

(1) Deny, cancel, limit, or refuse to 
issue or renew a health-related 
insurance plan or policy or other health- 
related coverage, or deny or limit 
coverage of a claim, or impose 
additional cost sharing or other 
limitations or restrictions on coverage, 
on the basis of race, color, national 
origin, sex, age, or disability; 

(2) Have or implement marketing 
practices or benefit designs that 
discriminate on the basis of race, color, 
national origin, sex, age, or disability in 
a health-related insurance plan or 
policy, or other health-related coverage; 

(3) Deny or limit coverage, deny or 
limit coverage of a claim, or impose 
additional cost sharing or other 
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limitations or restrictions on coverage, 
for any health services that are 
ordinarily or exclusively available to 
individuals of one sex, to a transgender 
individual based on the fact that an 
individual’s sex assigned at birth, 
gender identity, or gender otherwise 
recorded is different from the one to 
which such health services are 
ordinarily or exclusively available; 

(4) Have or implement a categorical 
coverage exclusion or limitation for all 
health services related to gender 
transition; or 

(5) Otherwise deny or limit coverage, 
deny or limit coverage of a claim, or 
impose additional cost sharing or other 
limitations or restrictions on coverage, 
for specific health services related to 
gender transition if such denial, 
limitation, or restriction results in 
discrimination against a transgender 
individual. 

(c) The enumeration of specific forms 
of discrimination in paragraph (b) does 
not limit the general applicability of the 
prohibition in paragraph (a) of this 
section. 

(d) Nothing in this section is intended 
to determine, or restrict a covered entity 
from determining, whether a particular 
health service is medically necessary or 
otherwise meets applicable coverage 
requirements in any individual case. 

§ 92.208 Employer liability for 
discrimination in employee health benefit 
programs. 

A covered entity that provides an 
employee health benefit program to its 
employees and/or their dependents 
shall be liable for violations of this part 
in that employee health benefit program 
only when: 

(a) The entity is principally engaged 
in providing or administering health 
services, health insurance coverage, or 
other health coverage; 

(b) The entity receives Federal 
financial assistance a primary objective 
of which is to fund the entity’s 
employee health benefit program; or 

(c) The entity is not principally 
engaged in providing or administering 
health services, health insurance 
coverage, or other health coverage, but 
operates a health program or activity, 
which is not an employee health benefit 
program, that receives Federal financial 
assistance; except that the entity is 
liable under this part with regard to the 
provision or administration of employee 
health benefits only with respect to the 
employees in that health program or 
activity. 

§ 92.209 Nondiscrimination on the basis of 
association. 

A covered entity shall not exclude 
from participation in, deny the benefits 

of, or otherwise discriminate against an 
individual or entity in its health 
programs or activities on the basis of the 
race, color, national origin, sex, age, or 
disability of an individual with whom 
the individual or entity is known or 
believed to have a relationship or 
association. 

Subpart D—Procedures 

§ 92.301 Enforcement mechanisms. 
(a) The enforcement mechanisms 

available for and provided under Title 
VI of the Civil Rights Act of 1964, Title 
IX of the Education Amendments of 
1972, Section 504 of the Rehabilitation 
Act of 1973, or the Age Discrimination 
Act of 1975 shall apply for purposes of 
Section 1557 as implemented by this 
part. 

(b) Compensatory damages for 
violations of Section 1557 are available 
in appropriate administrative and 
judicial actions brought under this rule. 

§ 92.302 Procedures for health programs 
and activities conducted by recipients and 
State-based Marketplaces. 

(a) The procedural provisions 
applicable to Title VI apply with respect 
to administrative enforcement actions 
concerning discrimination on the basis 
of race, color, national, origin, sex, and 
disability discrimination under Section 
1557 or this part. These procedures are 
found at §§ 80.6 through 80.11 of this 
subchapter and part 81 of this 
subchapter. 

(b) The procedural provisions 
applicable to the Age Act apply with 
respect to enforcement actions 
concerning age discrimination under 
Section 1557 or this part. These 
procedures are found at §§ 91.41 
through 91.50 of this subchapter. 

(c) When a recipient fails to provide 
OCR with requested information in a 
timely, complete, and accurate manner, 
OCR may find noncompliance with 
Section 1557 and initiate appropriate 
enforcement procedures, including 
beginning the process for fund 
suspension or termination and taking 
other action authorized by law. 

(d) An individual or entity may bring 
a civil action to challenge a violation of 
Section 1557 or this part in a United 
States District Court in which the 
recipient or State-based Marketplace SM 
is found or transacts business. 

§ 92.303 Procedures for health programs 
and activities administered by the 
Department. 

(a) This section applies to 
discrimination on the basis of race, 
color, national origin, sex, age, or 
disability in health programs or 
activities administered by the 

Department, including the Federally- 
facilitated Marketplaces. 

(b) The procedural provisions 
applicable to Section 504 at §§ 85.61 
through 85.62 of this subchapter shall 
apply with respect to enforcement 
actions against the Department 
concerning discrimination on the basis 
of race, color, national origin, sex, age, 
or disability under Section 1557 or this 
part. Where this section cross-references 
regulatory provisions that use the term 
‘‘handicap,’’ the term ‘‘race, color, 
national origin, sex, age, or disability’’ 
shall apply in its place. 

(c) The Department shall permit 
access by OCR to its books, records, 
accounts, other sources of information, 
and facilities as may be pertinent to 
ascertain compliance with Section 1557 
or this part. Where any information 
required of the Department is in the 
exclusive possession of any other 
agency, institution or individual, and 
the other agency, institution or 
individual shall fail or refuse to furnish 
this information, the Department shall 
so certify and shall set forth what efforts 
it has made to obtain the information. 
Asserted considerations of privacy or 
confidentiality may not operate to bar 
OCR from evaluating or seeking to 
enforce compliance with Section 1557 
or this part. Information of a 
confidential nature obtained in 
connection with compliance evaluation 
or enforcement shall not be disclosed 
except where necessary under the law. 

(d) The Department shall not 
intimidate, threaten, coerce, or 
discriminate against any individual for 
the purpose of interfering with any right 
or privilege secured by Section 1557 or 
this part, or because such individual has 
made a complaint, testified, assisted, or 
participated in any manner in an 
investigation, proceeding or hearing 
under Section 1557 or this part. The 
identity of complainants shall be kept 
confidential by OCR, except to the 
extent necessary to carry out the 
purposes of Section 1557 or this part. 

Appendix A to Part 92—Sample Notice 
Informing Individuals About 
Nondiscrimination and Accessibility 
Requirements and Sample 
Nondiscrimination Statement: 
Discrimination is Against the Law 

[Name of covered entity] complies with 
applicable Federal civil rights laws and does 
not discriminate on the basis of race, color, 
national origin, age, disability, or sex. [Name 
of covered entity] does not exclude people or 
treat them differently because of race, color, 
national origin, age, disability, or sex. 

[Name of covered entity]: 
• Provides free aids and services to people 

with disabilities to communicate effectively 
with us, such as: 
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Æ Qualified sign language interpreters 
Æ Written information in other formats 

(large print, audio, accessible electronic 
formats, other formats) 

• Provides free language services to people 
whose primary language is not English, such 
as: 

Æ Qualified interpreters 
Æ Information written in other languages 
If you need these services, contact [Name 

of Civil Rights Coordinator] 
If you believe that [Name of covered entity] 

has failed to provide these services or 
discriminated in another way on the basis of 
race, color, national origin, age, disability, or 
sex, you can file a grievance with: [Name and 
Title of Civil Rights Coordinator], [Mailing 
Address], [Telephone number ], [TTY 
number—if covered entity has one], [Fax], 
[Email]. You can file a grievance in person 
or by mail, fax, or email. If you need help 
filing a grievance, [Name and Title of Civil 
Rights Coordinator] is available to help you. 
You can also file a civil rights complaint with 
the U.S. Department of Health and Human 
Services, Office for Civil Rights electronically 
through the Office for Civil Rights Complaint 
Portal, available at https://ocrportal.hhs.gov/ 
ocr/portal/lobby.jsf, or by mail or phone at: 
U.S. Department of Health and Human 
Services, 200 Independence Avenue SW., 
Room 509F, HHH Building, Washington, DC 
20201, 1–800–868–1019, 800–537–7697 
(TDD). 

Complaint forms are available at http://
www.hhs.gov/ocr/office/file/index.html. 

Nondiscrimination statement for 
significant publications and signification 
communications that are small-size: 

[Name of covered entity] complies with 
applicable Federal civil rights laws and does 
not discriminate on the basis of race, color, 
national origin, age, disability, or sex. 

Appendix B to Part 92—Sample Tagline 
Informing Individuals With Limited 
English Proficiency of Language 
Assistance Services 

ATTENTION: If you speak [insert 
language], language assistance services, free 
of charge, are available to you. Call 1–xxx– 
xxx–xxxx (TTY: 1–xxx–xxx–xxxx). 

Appendix C to Part 92—Sample Section 
1557 of the Affordable Care Act 
Grievance Procedure 

It is the policy of [Name of Covered Entity] 
not to discriminate on the basis of race, color, 

national origin, sex, age or disability. [Name 
of Covered Entity] has adopted an internal 
grievance procedure providing for prompt 
and equitable resolution of complaints 
alleging any action prohibited by Section 
1557 of the Affordable Care Act (42 U.S.C. 
18116) and its implementing regulations at 
45 CFR part 92, issued by the U.S. 
Department of Health and Human Services. 
Section 1557 prohibits discrimination on the 
basis of race, color, national origin, sex, age 
or disability in certain health programs and 
activities. Section 1557 and its implementing 
regulations may be examined in the office of 
[Name and Title of Section 1557 
Coordinator], [Mailing Address], [Telephone 
number], [TTY number—if covered entity has 
one], [Fax], [Email], who has been designated 
to coordinate the efforts of [Name of Covered 
Entity] to comply with Section 1557. 

Any person who believes someone has 
been subjected to discrimination on the basis 
of race, color, national origin, sex, age or 
disability may file a grievance under this 
procedure. It is against the law for [Name of 
Covered Entity] to retaliate against anyone 
who opposes discrimination, files a 
grievance, or participates in the investigation 
of a grievance. 

Procedure: 
• Grievances must be submitted to the 

Section 1557 Coordinator within (60 days) of 
the date the person filing the grievance 
becomes aware of the alleged discriminatory 
action. 

• A complaint must be in writing, 
containing the name and address of the 
person filing it. The complaint must state the 
problem or action alleged to be 
discriminatory and the remedy or relief 
sought. 

• The Section 1557 Coordinator (or her/his 
designee) shall conduct an investigation of 
the complaint. This investigation may be 
informal, but it will be thorough, affording all 
interested persons an opportunity to submit 
evidence relevant to the complaint. The 
Section 1557 Coordinator will maintain the 
files and records of [Name of Covered Entity] 
relating to such grievances. To the extent 
possible, and in accordance with applicable 
law, the Section 1557 Coordinator will take 
appropriate steps to preserve the 
confidentiality of files and records relating to 
grievances and will share them only with 
those who have a need to know. 

• The Section 1557 Coordinator will issue 
a written decision on the grievance, based on 

a preponderance of the evidence, no later 
than 30 days after its filing, including a 
notice to the complainant of their right to 
pursue further administrative or legal 
remedies. 

• The person filing the grievance may 
appeal the decision of the Section 1557 
Coordinator by writing to the (Administrator/ 
Chief Executive Officer/Board of Directors/
etc.) within 15 days of receiving the Section 
1557 Coordinator’s decision. The 
(Administrator/Chief Executive Officer/Board 
of Directors/etc.) shall issue a written 
decision in response to the appeal no later 
than 30 days after its filing. 

The availability and use of this grievance 
procedure does not prevent a person from 
pursuing other legal or administrative 
remedies, including filing a complaint of 
discrimination on the basis of race, color, 
national origin, sex, age or disability in court 
or with the U.S. Department of Health and 
Human Services, Office for Civil Rights. A 
person can file a complaint of discrimination 
electronically through the Office for Civil 
Rights Complaint Portal, which is available 
at: https://ocrportal.hhs.gov/ocr/portal/
lobby.jsf, or by mail or phone at: U.S. 
Department of Health and Human Services, 
200 Independence Avenue SW., Room 509F, 
HHH Building, Washington, DC 20201. 

Complaint forms are available at: http://
www.hhs.gov/ocr/office/file/index.html. Such 
complaints must be filed within 180 days of 
the date of the alleged discrimination. 

[Name of covered entity] will make 
appropriate arrangements to ensure that 
individuals with disabilities and individuals 
with limited English proficiency are 
provided auxiliary aids and services or 
language assistance services, respectively, if 
needed to participate in this grievance 
process. Such arrangements may include, but 
are not limited to, providing qualified 
interpreters, providing taped cassettes of 
material for individuals with low vision, or 
assuring a barrier-free location for the 
proceedings. The Section 1557 Coordinator 
will be responsible for such arrangements. 

Dated: May 11, 2016. 
Sylvia M. Burwell, 
Secretary. 
[FR Doc. 2016–11458 Filed 5–13–16; 11:15 am] 

BILLING CODE 4153–01–P 
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State of California

BUSINESS AND PROFESSIONS CODE

Section  4076

4076. (a)  A pharmacist shall not dispense any prescription except in a container that
meets the requirements of state and federal law and is correctly labeled with all of
the following:

(1)  Except when the prescriber or the certified nurse-midwife who functions
pursuant to a standardized procedure or protocol described in Section 2746.51, the
nurse practitioner who functions pursuant to a standardized procedure described in
Section 2836.1 or protocol, the physician assistant who functions pursuant to Section
3502.1, the naturopathic doctor who functions pursuant to a standardized procedure
or protocol described in Section 3640.5, or the pharmacist who functions pursuant to
a policy, procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic name and
the name of the manufacturer. Commonly used abbreviations may be used. Preparations
containing two or more active ingredients may be identified by the manufacturer’s
trade name or the commonly used name or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or protocol
described in Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician assistant
who functions pursuant to Section 3502.1, the naturopathic doctor who functions
pursuant to a standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol pursuant to
Section 4052.1, 4052.2, or 4052.6.

(5)  The date of issue.
(6)  The name and address of the pharmacy, and prescription number or other means

of identifying the prescription.
(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the condition

or purpose is indicated on the prescription.
(11)  (A)  Commencing January 1, 2006, the physical description of the dispensed

medication, including its color, shape, and any identification code that appears on the
tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.



(ii)  An exemption from the requirements of this paragraph shall be granted to a
new drug for the first 120 days that the drug is on the market and for the 90 days
during which the national reference file has no description on file.

(iii)  Dispensed medications for which no physical description exists in any
commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an auxiliary

label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to January 1,

2006, adopts regulations that mandate the same labeling requirements set forth in this
paragraph.

(b)  If a pharmacist dispenses a prescribed drug by means of a unit dose medication
system, as defined by administrative regulation, for a patient in a skilled nursing,
intermediate care, or other health care facility, the requirements of this section will
be satisfied if the unit dose medication system contains the aforementioned information
or the information is otherwise readily available at the time of drug administration.

(c)  If a pharmacist dispenses a dangerous drug or device in a facility licensed
pursuant to Section 1250 of the Health and Safety Code, it is not necessary to include
on individual unit dose containers for a specific patient, the name of the certified
nurse-midwife who functions pursuant to a standardized procedure or protocol
described in Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician assistant
who functions pursuant to Section 3502.1, the naturopathic doctor who functions
pursuant to a standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol pursuant to
Section 4052.1, 4052.2, or 4052.6.

(d)  If a pharmacist dispenses a prescription drug for use in a facility licensed
pursuant to Section 1250 of the Health and Safety Code, it is not necessary to include
the information required in paragraph (11) of subdivision (a) when the prescription
drug is administered to a patient by a person licensed under the Medical Practice Act
(Chapter 5 (commencing with Section 2000)), the Nursing Practice Act (Chapter 6
(commencing with Section 2700)), or the Vocational Nursing Practice Act (Chapter
6.5 (commencing with Section 2840)), who is acting within his or her scope of practice.

(e)  A pharmacist shall use professional judgment to provide a patient with directions
for use that enhance the patient’s understanding of those directions, consistent with
the prescriber’s instructions.

(Amended by Stats. 2015, Ch. 784, Sec. 1.  (AB 1073)  Effective January 1, 2016.)



State of California

BUSINESS AND PROFESSIONS CODE

Section  4076.5

4076.5. (a)  The board shall promulgate regulations that require, on or before January
1, 2011, a standardized, patient-centered, prescription drug label on all prescription
medicine dispensed to patients in California.

(b)  To ensure maximum public comment, the board shall hold public meetings
statewide that are separate from its normally scheduled hearings in order to seek
information from groups representing consumers, seniors, pharmacists or the practice
of pharmacy, other health care professionals, and other interested parties.

(c)  When developing the requirements for prescription drug labels, the board shall
consider all of the following factors:

(1)  Medical literacy research that points to increased understandability of labels.
(2)  Improved directions for use.
(3)  Improved font types and sizes.
(4)  Placement of information that is patient-centered.
(5)  The needs of patients with limited English proficiency.
(6)  The needs of senior citizens.
(7)  Technology requirements necessary to implement the standards.
(d)  The board may exempt from the requirements of regulations promulgated

pursuant to subdivision (a) prescriptions dispensed to a patient in a health facility, as
defined in Section 1250 of the Health and Safety Code, if the prescriptions are
administered by a licensed health care professional. Prescriptions dispensed to a
patient in a health facility that will not be administered by a licensed health care
professional or that are provided to the patient upon discharge from the facility shall
be subject to the requirements of this section and the regulations promulgated pursuant
to subdivision (a). Nothing in this subdivision shall alter or diminish existing statutory
and regulatory informed consent, patients’ rights, or pharmaceutical labeling and
storage requirements, including, but not limited to, the requirements of Section 1418.9
of the Health and Safety Code or Section 72357, 72527, or 72528 of Title 22 of the
California Code of Regulations.

(e)  (1)  The board may exempt from the requirements of regulations promulgated
pursuant to subdivision (a) a prescription dispensed to a patient if all of the following
apply:

(A)  The drugs are dispensed by a JCAHO-accredited home infusion or specialty
pharmacy.

(B)  The patient receives health-professional-directed education prior to the
beginning of therapy by a nurse or pharmacist.



(C)  The patient receives weekly or more frequent followup contacts by a nurse or
pharmacist.

(D)  Care is provided under a formal plan of care based upon a physician and
surgeon’s orders.

(2)  For purposes of paragraph (1), home infusion and specialty therapies include
parenteral therapy or other forms of administration that require regular laboratory and
patient monitoring.

(Amended by Stats. 2012, Ch. 728, Sec. 9.  (SB 71)  Effective January 1, 2013.)



State of California

BUSINESS AND PROFESSIONS CODE

Section  4076.6

4076.6. (a)  Upon the request of a patient or patient’s representative, a dispenser
shall provide translated directions for use, which shall be printed on the prescription
container, label, or on a supplemental document. If translated directions for use appear
on a prescription container or label, the English-language version of the directions
for use shall also appear on the container or label, whenever possible, and may appear
on other areas of the label outside the patient-centered area. When it is not possible
for the English-language directions for use to appear on the container or label, it shall
be provided on a supplemental document.

(b)  A dispenser may use translations made available by the board pursuant to
subdivision (b) of Section 1707.5 of Title 16 of the California Code of Regulations
to comply with this section.

(c)  A dispenser shall not be required to provide translated directions for use beyond
the languages that the board has made available or beyond the directions that the
board has made available in translated form.

(d)  A dispenser may provide his or her own translated directions for use to comply
with the requirements of this section, and nothing in this section shall be construed
to prohibit a dispenser from providing translated directions for use in languages beyond
those that the board has made available or beyond the directions that the board has
made available in translated form.

(e)  A dispenser shall be responsible for the accuracy of the English-language
directions for use provided to the patient. This section shall not affect a dispenser’s
existing responsibility to correctly label a prescription pursuant to Section 4076.

(f)  For purposes of this section, a dispenser does not include a veterinarian.
(Added by Stats. 2015, Ch. 784, Sec. 2.  (AB 1073)  Effective January 1, 2016.)



State of California

BUSINESS AND PROFESSIONS CODE

Section  4122

4122. (a)  In every pharmacy there shall be prominently posted in a place conspicuous
to, and readable by, prescription drug consumers a notice provided by the board
concerning the availability of prescription price information, the possibility of generic
drug product selection, the type of services provided by pharmacies, and a statement
describing patients’ rights relative to the requirements imposed on pharmacists pursuant
to Section 733. The format and wording of the notice shall be adopted by the board
by regulation. A written receipt that contains the required information on the notice
may be provided to consumers as an alternative to posting the notice in the pharmacy.

(b)  A pharmacist, or a pharmacist’s employee, shall give the current retail price
for any drug sold at the pharmacy upon request from a consumer, however that request
is communicated to the pharmacist or employee.

(c)  If a requester requests price information on more than five prescription drugs
and does not have valid prescriptions for all of the drugs for which price information
is requested, a pharmacist may require the requester to meet any or all of the following
requirements:

(1)  The request shall be in writing.
(2)  The pharmacist shall respond to the written request within a reasonable period

of time. A reasonable period of time is deemed to be 10 days, or the time period stated
in the written request, whichever is later.

(3)  A pharmacy may charge a reasonable fee for each price quotation, as long as
the requester is informed that there will be a fee charged.

(4)  No pharmacy shall be required to respond to more than three requests as
described in this subdivision from any one person or entity in a six-month period.

(d)  This section shall not apply to a pharmacy that is located in a licensed hospital
and that is accessible only to hospital medical staff and personnel.

(e)  Notwithstanding any other provision of this section, no pharmacy shall be
required to do any of the following:

(1)  Provide the price of any controlled substance in response to a telephone request.
(2)  Respond to a request from a competitor.
(3)  Respond to a request from an out-of-state requester.
(Amended by Stats. 2007, Ch. 130, Sec. 11.  Effective January 1, 2008.)
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§ 1707.5. Patient-Centered Labels for Prescription Drug Containers; Requirements.
16 CA ADC § 1707.5

BARCLAYS OFFICIAL CALIFORNIA CODE OF REGULATIONS

(a) Labels on drug containers dispensed to patients in California shall conform to the following format:

(1) Each of the following items, and only these four items, shall be clustered into one area of the label that comprises at least 50
percent of the label. Each item shall be printed in at least a 12-point sans serif typeface, and listed in the following order:

(A) Name of the patient

(B) Name of the drug and strength of the drug. For the purposes of this section, “name of the drug” means either the
manufacturer's trade name of the drug, or the generic name and the name of the manufacturer.

(C) The directions for the use of the drug.

(D) The condition or purpose for which the drug was prescribed if the condition or purpose is indicated on the prescription.

(2) For added emphasis, the label shall also highlight in bold typeface or color, or use blank space to set off the items listed in
subdivision (a)(1).

(3) The remaining required elements for the label specified in section 4076 of the Business and Professions Code, as well as any
other items of information appearing on the label or the container, shall be printed so as not to interfere with the legibility or
emphasis of the primary elements specified in paragraph (1) of subdivision (a). These additional elements may appear in any
style, font, and size typeface.

(4) When applicable, directions for use shall use one of the following phrases:

(A) Take 1 [insert appropriate dosage form] at bedtime

(B) Take 2 [insert appropriate dosage form] at bedtime

(C) Take 3 [insert appropriate dosage form] at bedtime

(D) Take 1 [insert appropriate dosage form] in the morning

(E) Take 2 [insert appropriate dosage form] in the morning

(F) Take 3 [insert appropriate dosage form] in the morning

(G) Take 1 [insert appropriate dosage form] in the morning, and Take 1 [insert appropriate dosage form] at bedtime

(H) Take 2 [insert appropriate dosage form] in the morning, and Take 2 [insert appropriate dosage form] at bedtime

(I) Take 3 [insert appropriate dosage form] in the morning, and Take 3 [insert appropriate dosage form] at bedtime

(J) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at noon, and l [insert appropriate
dosage form] in the evening

(K) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at noon, and 2 [insert appropriate
dosage form] in the evening

(L) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage form] at noon, and 3 [insert appropriate
dosage form] in the evening
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(M) Take 1 [insert appropriate dosage form] in the morning, 1 [insert appropriate dosage form] at noon, 1 [insert appropriate
dosage form] in the evening, and 1 [insert appropriate dosage form] at bedtime

(N) Take 2 [insert appropriate dosage form] in the morning, 2 [insert appropriate dosage form] at noon, 2 [insert appropriate
dosage form] in the evening, and 2 [insert appropriate dosage form] at bedtime

(O) Take 3 [insert appropriate dosage form] in the morning, 3 [insert appropriate dosage form] at noon, 3 [insert appropriate
dosage form] in the evening, and 3 [insert appropriate dosage form] at bedtime

(P) If you have pain, take __ [insert appropriate dosage form] at a time. Wait at least __ hours before taking again. Do not take
more than __ [appropriate dosage form] in one day

(b) By October 2011, and updated as necessary, the board shall publish on its Web site translation of the directions for use listed in
subdivision (a)(4) into at least five languages other than English, to facilitate the use thereof by California pharmacies.

(c) The board shall collect and publish on its Web site examples of labels conforming to these requirements, to aid pharmacies in
label design and compliance.

(d) The pharmacy shall have policies and procedures in place to help patients with limited or no English proficiency understand the
information on the label as specified in subdivision (a) in the patient's language. The pharmacy's policies and procedures shall be
specified in writing and shall include, at minimum, the selected means to identify the patient's language and to provide interpretive
services in the patient's language. The pharmacy shall, at minimum, provide interpretive services in the patient's language, if
interpretive services in such language are available, during all hours that the pharmacy is open, either in person by pharmacy staff or
by use of a third-party interpretive service available by telephone at or adjacent to the pharmacy counter.

(e) The board shall re-evaluate the requirements of this section by December 2013 to ensure optimal conformance with Business and
Professions Code section 4076.5.

(f) As used in this section, “appropriate dosage form” includes pill, caplet, capsule or tablet.

Note: Authority cited: Sections 4005 and 4076.5, Business and Professions Code. Reference: Sections 4005, 4076 and 4076.5,
Business and Professions Code.

HISTORY

1. New section filed 11-17-2010; operative 1-1-2011 pursuant to Government Code section 11343.4(b) (Register 2010, No. 47).

2. Amendment of subsection (a)(1) filed 1-8-2015; operative 4-1-2015 (Register 2015, No. 2).
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§ 1707.6. Notice to Consumers.
16 CA ADC § 1707.6
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(a) In every pharmacy there shall be prominently posted, in a place conspicuous to and readable by a prescription drug consumer, a
notice containing the text in subdivision (b). Each pharmacy shall use the standardized poster-sized notice provided or made available
by the board, unless the pharmacy has received prior approval of another format or display methodology from the board. The board
may delegate authority to a committee or to the Executive Officer to give the approval. As an alternative to a printed notice, the
pharmacy may also or instead display the notice on a video screen located in a place conspicuous to and readable by prescription
drug consumers, so long as: (1) The video screen is at least 24 inches, measured diagonally; (2) The pharmacy utilizes the video
image notice provided by the board; (3) The text of the notice remains on the screen for a minimum of 60 seconds; and (4) No more
than five minutes elapses between displays of any notice on the screen, as measured between the time that a one-screen notice or
the final screen of a multi-screen notice ceases to display and the time that the first or only page of that notice re-displays. The
pharmacy may seek approval of another format or display methodology from the board. The board may delegate authority to a
committee or to the Executive Officer to give the approval.

(b) The notice shall contain the following text:
NOTICE TO CONSUMERS

California law requires a pharmacist to speak with you every time you get a new prescription.

You have the right to ask for and receive from any pharmacy prescription drug labels in 12-point font.

Interpreter services are available to you upon request at no cost.

Before taking your medicine, be sure you know: the name of the medicine and what it does; how and when to take it, for how long,
and what to do if you miss a dose; possible side effects and what you should do if they occur; whether the new medicine will work
safely with other medicines or supplements; and what foods, drinks, or activities should be avoided while taking the medicine. Ask the
pharmacist if you have any questions.

This pharmacy must provide any medicine or device legally prescribed for you, unless it is not covered by your insurance; you are
unable to pay the cost of a copayment; or the pharmacist determines doing so would be against the law or potentially harmful to
health. If a medicine or device is not immediately available, the pharmacy will work with you to help you get your medicine or device in
a timely manner.

You may ask this pharmacy for information on drug pricing and of generic drugs.

(c) Every pharmacy, in a place conspicuous to and readable by a prescription drug consumer, at or adjacent to each counter in the
pharmacy where dangerous drugs are dispensed or furnished, shall post or provide a notice containing the following text:
Point to your language. Interpreter services will be provided to you upon request at no cost.

This text shall be repeated in at least the following languages: Arabic, Armenian, Cambodian, Cantonese, Farsi, Hmong, Korean,
Mandarin, Russian, Spanish, Tagalog, and Vietnamese.

Each pharmacy shall use the standardized notice provided or made available by the board, unless the pharmacy has received prior
approval of another format or display methodology from the board. The board may delegate authority to a committee or to the
Executive Officer to give the approval.

The pharmacy may post this notice in paper form or on a video screen if the posted notice or video screen is positioned so that a
consumer can easily point to and touch the statement identifying the language in which he or she requests assistance. Otherwise, the
notice shall be made available on a flyer or handout clearly visible from and kept within easy reach of each counter in the pharmacy
where dangerous drugs are dispensed or furnished, available at all hours that the pharmacy is open. The flyer or handout shall be at
least 8 1/2 inches by 11 inches.
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Note: Authority cited: Sections 4005 and 4122, Business and Professions Code. Reference: Sections 733, 4005, 4076.5 and 4122,
Business and Professions Code.

HISTORY

1. New section filed 1-17-2012; operative 2-16-2012 (Register 2012, No. 3).

This database is current through 8/12/16 Register 2016, No. 33
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Assembly Bill No. 1073

CHAPTER 784

An act to amend Sections 4076 and 4199 of, and to add Section 4076.6
to, the Business and Professions Code, relating to pharmacy.

[Approved by Governor October 11, 2015. Filed with
Secretary of State October 11, 2015.]

legislative counsel’s digest

AB 1073, Ting. Pharmacy: prescription drug labels.
The Pharmacy Law provides for the licensure and regulation of

pharmacists by the California State Board of Pharmacy. That law requires
a pharmacist to dispense a prescription in a container that, among other
things, is correctly labeled with the directions for use of the drug, and
requires the board to promulgate regulations that require, on or before
January 1, 2011, a standardized, patient-centered, prescription drug label
on all prescription medicine dispensed to patients in California. Existing
regulations of the board implement that requirement, establishing
standardized directions for use to be used when applicable, and requiring
that the board publish on its Internet Web site translation of those directions
for use into at least 5 languages other than English. A violation of that law
is a crime.

This bill would require a pharmacist to use professional judgment to
provide a patient with directions for use of a prescription that enhance the
patient’s understanding of those directions, consistent with the prescriber’s
instructions. The bill would also require a dispenser, excluding a veterinarian,
upon the request of a patient or patient’s representative, to provide translated
directions for use as prescribed. The bill would authorize a dispenser to use
translations made available by the board pursuant to those existing
regulations. The bill would make a dispenser responsible for the accuracy
of English-language directions for use provided to the patient. By imposing
new requirements on dispensers, the violation of which would be a crime,
this bill would impose a state-mandated local program.

The Pharmacy Law also provides for the licensure and regulation of
veterinary food-animal drug retailers by the board. That law subjects to
specific prescription drug labeling requirements any veterinary food-animal
drug dispensed pursuant to a prescription from a licensed veterinarian for
food-producing animals from a veterinary food-animal drug retailer pursuant
to that law.

This bill would also subject any veterinary food-animal drug so dispensed
to the above drug labeling requirements relating to standardized directions
for use.
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The California Constitution requires the state to reimburse local agencies
and school districts for certain costs mandated by the state. Statutory
provisions establish procedures for making that reimbursement.

This bill would provide that no reimbursement is required by this act for
a specified reason.

The people of the State of California do enact as follows:

SECTION 1. Section 4076 of the Business and Professions Code is
amended to read:

4076. (a)  A pharmacist shall not dispense any prescription except in a
container that meets the requirements of state and federal law and is correctly
labeled with all of the following:

(1)  Except when the prescriber or the certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in
Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1 or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor
who functions pursuant to a standardized procedure or protocol described
in Section 3640.5, or the pharmacist who functions pursuant to a policy,
procedure, or protocol pursuant to Section 4052.1, 4052.2, or 4052.6 orders
otherwise, either the manufacturer’s trade name of the drug or the generic
name and the name of the manufacturer. Commonly used abbreviations
may be used. Preparations containing two or more active ingredients may
be identified by the manufacturer’s trade name or the commonly used name
or the principal active ingredients.

(2)  The directions for the use of the drug.
(3)  The name of the patient or patients.
(4)  The name of the prescriber or, if applicable, the name of the certified

nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions
pursuant to a standardized procedure described in Section 2836.1 or protocol,
the physician assistant who functions pursuant to Section 3502.1, the
naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions
pursuant to a policy, procedure, or protocol pursuant to Section 4052.1,
4052.2, or 4052.6.

(5)  The date of issue.
(6)  The name and address of the pharmacy, and prescription number or

other means of identifying the prescription.
(7)  The strength of the drug or drugs dispensed.
(8)  The quantity of the drug or drugs dispensed.
(9)  The expiration date of the effectiveness of the drug dispensed.
(10)  The condition or purpose for which the drug was prescribed if the

condition or purpose is indicated on the prescription.
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(11)  (A)  Commencing January 1, 2006, the physical description of the
dispensed medication, including its color, shape, and any identification code
that appears on the tablets or capsules, except as follows:

(i)  Prescriptions dispensed by a veterinarian.
(ii)  An exemption from the requirements of this paragraph shall be granted

to a new drug for the first 120 days that the drug is on the market and for
the 90 days during which the national reference file has no description on
file.

(iii)  Dispensed medications for which no physical description exists in
any commercially available database.

(B)  This paragraph applies to outpatient pharmacies only.
(C)  The information required by this paragraph may be printed on an

auxiliary label that is affixed to the prescription container.
(D)  This paragraph shall not become operative if the board, prior to

January 1, 2006, adopts regulations that mandate the same labeling
requirements set forth in this paragraph.

(b)  If a pharmacist dispenses a prescribed drug by means of a unit dose
medication system, as defined by administrative regulation, for a patient in
a skilled nursing, intermediate care, or other health care facility, the
requirements of this section will be satisfied if the unit dose medication
system contains the aforementioned information or the information is
otherwise readily available at the time of drug administration.

(c)  If a pharmacist dispenses a dangerous drug or device in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include on individual unit dose containers for a specific patient,
the name of the certified nurse-midwife who functions pursuant to a
standardized procedure or protocol described in Section 2746.51, the nurse
practitioner who functions pursuant to a standardized procedure described
in Section 2836.1 or protocol, the physician assistant who functions pursuant
to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the
pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to Section 4052.1, 4052.2, or 4052.6.

(d)  If a pharmacist dispenses a prescription drug for use in a facility
licensed pursuant to Section 1250 of the Health and Safety Code, it is not
necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by
a person licensed under the Medical Practice Act (Chapter 5 (commencing
with Section 2000)), the Nursing Practice Act (Chapter 6 (commencing with
Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5
(commencing with Section 2840)), who is acting within his or her scope of
practice.

(e)  A pharmacist shall use professional judgment to provide a patient
with directions for use that enhance the patient’s understanding of those
directions, consistent with the prescriber’s instructions.

SEC. 2. Section 4076.6 is added to the Business and Professions Code,
to read:
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4076.6. (a)  Upon the request of a patient or patient’s representative, a
dispenser shall provide translated directions for use, which shall be printed
on the prescription container, label, or on a supplemental document. If
translated directions for use appear on a prescription container or label, the
English-language version of the directions for use shall also appear on the
container or label, whenever possible, and may appear on other areas of the
label outside the patient-centered area. When it is not possible for the
English-language directions for use to appear on the container or label, it
shall be provided on a supplemental document.

(b)  A dispenser may use translations made available by the board pursuant
to subdivision (b) of Section 1707.5 of Title 16 of the California Code of
Regulations to comply with this section.

(c)  A dispenser shall not be required to provide translated directions for
use beyond the languages that the board has made available or beyond the
directions that the board has made available in translated form.

(d)  A dispenser may provide his or her own translated directions for use
to comply with the requirements of this section, and nothing in this section
shall be construed to prohibit a dispenser from providing translated directions
for use in languages beyond those that the board has made available or
beyond the directions that the board has made available in translated form.

(e)  A dispenser shall be responsible for the accuracy of the
English-language directions for use provided to the patient. This section
shall not affect a dispenser’s existing responsibility to correctly label a
prescription pursuant to Section 4076.

(f)  For purposes of this section, a dispenser does not include a
veterinarian.

SEC. 3. Section 4199 of the Business and Professions Code is amended
to read:

4199. (a)  Any veterinary food-animal drug dispensed pursuant to a
prescription from a licensed veterinarian for food producing animals from
a veterinary food-animal drug retailer pursuant to this chapter is subject to
the labeling requirements of Sections 4076, 4076.6, and 4077.

(b)  All prescriptions filled by a veterinary food-animal drug retailer shall
be kept on file and maintained for at least three years in accordance with
Section 4333.

SEC. 4. No reimbursement is required by this act pursuant to Section 6
of Article XIII B of the California Constitution because the only costs that
may be incurred by a local agency or school district will be incurred because
this act creates a new crime or infraction, eliminates a crime or infraction,
or changes the penalty for a crime or infraction, within the meaning of
Section 17556 of the Government Code, or changes the definition of a crime
within the meaning of Section 6 of Article XIII B of the California
Constitution.

O
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On February 10, 2016, the board released the press release announcing the new 2016 requirement for prescription labels.  The press
release was translated into Chinese, Korean, Russian, Spanish and Vietnamese.  Copies of the translated press releases are available
below.  The press release was sent to over 800 media outlets including:

499 media outlets received the English and translated press releases (below) 

272 media outlets received the Spanish translated press release

33 media outlets received the Chinese translated press release

17 media outlets received the Vietnamese translated press release

12 media outlets received the Korean translated press release

3 media outlets received the Russian translated press release

NEWS RELEASE 
February 10, 2016
CONTACT: Debbie Damoth
(916) 574-7935
Debbie.Damoth@dca.ca.gov

Translations on Prescription Drug Labels
Patients Can Now Request Translations on the Directions for Use on Certain Prescriptions Labels

Being able to read a prescription label is an essential element of being able to understand how to take medication appropriately. 

In January 2016 new California requirements for prescription labels took effect that establish a mechanism by which patients with limited 
English skills may often obtain translated directions on their prescription container labels or as a supplement to the label. 

This law was sponsored by the California Board of Pharmacy and authored by Assembly Member Ting as AB 1073. 

The law recognizes that many dispensers already provide translations on prescription containers and the enacted legislation allows this 
practice to continue.   This law creates another opportunity for consumers to receive translations.  Consumers interested in receiving such 
translations should request this service from their pharmacy.

In some cases, a translation may not be available for the pharmacy to provide.  In such cases, the board strongly encourages consumers 
to use the free interpreter services available at the pharmacy to ensure they understand how to safely take medications.

Additional information about this new law as well as other changes to pharmacy law can be found on the board’s website via the following 
link - - http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

Patients Can Now Request Translations on the Directions for Use on Certain 
Prescription Labels

The California Board of Pharmacy protects and promotes the health and safety of California by pursuing the highest quality of pharmacist 
care and the appropriate use of pharmaceuticals through education, communication, licensing, legislation, regulation and enforcement.

###
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Traducción de las etiquetas de medicamentos con receta 
Los pacientes ahora pueden solicitar la traducción de las instrucciones de uso de ciertos  

medicamentos con receta 
 
 
Ser capaz de leer la etiqueta del medicamento es fundamental para poder entender cómo tomarlo de 
manera apropiada.  
 
En enero de 2016 entraron en vigencia en California nuevos requisitos para las etiquetas de 
medicamentos con receta, los cuales establecen un mecanismo por el cual los pacientes con 
conocimientos limitados de inglés podrán por lo general obtener las indicaciones traducidas en las 
etiquetas de los envases de sus medicamentos recetados o como un suplemento a la etiqueta.  
 
Esta ley fue patrocinada por la Junta de Farmacias de California y redactada por el miembro de la 
asamblea Ting como el proyecto de ley AB 1073. 
 
La ley reconoce que muchos expendedores de medicamentos ya ofrecen traducciones en los envases y la 
legislación promulgada permite que esta práctica continúe.   Esta ley crea una nueva oportunidad para 
que los consumidores reciban traducciones.  Los consumidores que estén interesados en recibir este tipo 
de traducciones, deben solicitar este servicio a su farmacia. 
 
En algunos casos, puede que la farmacia no cuente con una traducción disponible para proporcionarle.  En 
tales casos, la junta recomienda encarecidamente a los consumidores que utilicen los servicios de 
interpretación gratuitos disponibles en la farmacia con el fin de garantizar que entiendan cómo tomar los 
medicamentos de forma segura. 
 
Se puede encontrar más información acerca de esta nueva ley, así como de otros cambios en la ley de 
farmacias, en la página web de la junta a través del siguiente enlace: 
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf 
 
 
La Junta de Farmacias de California protege y promueve la salud y seguridad de California, buscando la 
más alta calidad de atención farmacéutica y el uso adecuado de los productos farmacéuticos a través de la 
educación, comunicación, concesión de licencias, legislación, regulación y aplicación de las normas. 
 

### 
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THÔNG CÁO BÁO CHÍ : Debbie Damoth
10 Tháng Hai, 2016 (916) 574-7935

Debbie.Damoth@dca.ca.gov

D ch Thu t Nhãn Thu c Theo Toa
B nh Nhân Gi Có Th Yêu C u B n D ch ng D n S D ng Trên 

Nhãn Thu c Theo Toa Nh nh

Có kh c nhãn thu c theo toa là m t y u t c n thi t có th bi t cách s d ng thu c
thích h p.

Trong t , các u lu t m i có hi u l c t i California i v i nhãn thu c theo toa
giúp thi t l b nh nhân v i k ng Anh h n ch ng có th c
cung c ng d c d ch trên nhãn thu c theo toa ho t b sung trên nhãn.

Lu c b o tr b i H i c California và do Thành viên H ng Ting so n th o
v i tên g i AB 1073.

Lu t này nh n th y nhi u hãng bào ch p b n d ch trên v h p thu c theo toa và lu t
ban hành cho phép vi c th c hành này c ti p t c. Lu t này t i tiêu 
dùng nh n c b n d i tiêu dùng quan tâm n vi c c cung c p b n d ch nên yêu 
c u d ch v này t hi u thu c c a mình.

Trong m t s ng h p, m t b n d ch có th không có s n hi u thu c cung c p. Trong
nh ng ng h y, h ng m nh m khuy i tiêu dùng s d ng các d ch 
v thông d ch mi n phí có s n t i hi u thu m b o hi u rõ cách dùng thu c an toàn.

Thông tin thêm v u lu t m i các i khác v lu t c có th c tìm 
th y trên trang web c a h ng thông qua liên k - -
http://www.pharmacy.ca.gov/laws_regs/new_laws.pdf

H ng c California b o v y s c kh e và s an toàn c a California b ng cách 
i ch ng cao nh t v s c a c và vi c s d c ph m thích h p

thông qua giáo d c, truy n thông, c p phép, pháp lu nh và th c thi.
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Translation on Prescription Drug Labels 
AB 1073 (Ting), Chapter 784, Statutes of 2015 

Bein  able to read a prescription label is an essential element 
of bein  able to understand how to ta e medication appropriatel  

In Januar  2016 new California requirements for prescription 
labels too  effect that establish a mechanism b  which patients 
with limited n lish s ills ma  often obtain translated directions 
on their prescription container labels or as a supplement to the 
label  

This law was authored b  Assembl  ember Tin  as AB 
1073, and amends Business and Professions Code sections 4076 
and 4199, and creates new section 4076 6  The te t of the new 
requirements can be viewed from this lin : 
http://www.pharmacy.ca.gov/publications/labels_info.shtml 

The law reco nizes that man  dispensers alread  provide 
translations on prescription containers  The enacted le islation 
allows this practice to continue  

The requirements of the new law implement the followin  
e  components: 

1. A pharmacist must use professional ud ment when 
selectin  the wordin  of directions that appear on a 
prescription container label in an  lan ua e  

The speci c requirement is: 
4076(e) A pharmacist shall use professional ud ment to 
provide a patient with directions for use that enhance the 
patient s understandin  of those directions, consistent 
with the prescriber s instructions  (Business and 
Professions Code section 4076(e)) 

2. A dispenser must provide translated directions for 
use on a prescription container when requested b  the 
patient or a patient s representative, provided: 

a) The dispenser believes that a standardized 
direction for use (as listed in the board s patient-
centered re ulation) is appropriate for the patient s 
prescribed medication (this list also appears on pa e 

 of this newsletter)  If so the board has translated 
the 1  standardized directions for use into ve 
lan ua es -- Spanish, ietnamese, orean, Russian 
and Chinese  These translation are available 
from: http://www.pharmacy.ca.gov/publications/ 
translations.shtml 

Translations into additional lan ua es or 
translations of additional directions are not required  

b) The dispenser ma  provide his her its own 
translations in place of the translations available 
from the board, 

And 

c) The dispenser is responsible for the accurac  of the 
English directions provided to the patient  

3. The translated direction should, whenever possible, 
appear in the patient-centered area of the prescription 
container or label  hen this occurs the n lish version 
should appear, whenever possible, on the prescription 
container or label in or outside the patient-centered area  

hen the n lish translation cannot be printed on the 
prescription container or label, the n lish translation 
ma  be provided on a supplemental sheet  

A translated direction ma  be provided on a 
supplemental sheet when it cannot be added to the 
prescription container or label  In this case, the label 
shall contain the n lish version of the direction  (Per 
e istin  law, such direction should be in the patient 
centered portion of the container or label ) 

See Translation on Rx Label Page 5 
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Translation on Rx Label 
Continued from Page 4 

Pharmacies ma  use translated directions for use that are available on the board s website when appropriate   The translations 
of certain standardized directions for use are found in Board re ulation 1707 (a)(1) and are available in multiple lan ua es on 
the Board s website at http://www.pharmacy.ca.gov/publications/translations.shtml  The n lish version of the standardized 
directions are: 

(A) Ta e 1 insert appropriate dosa e form  at bedtime 

(B) Ta e 2 insert appropriate dosa e form  at bedtime 

(C) Ta e 3 insert appropriate dosa e form  at bedtime 

(D) Ta e 1 insert appropriate dosa e form  in the mornin  

( ) Ta e 2 insert appropriate dosa e form  in the mornin  

( ) Ta e 3 insert appropriate dosa e form  in the mornin  

( ) Ta e 1 insert appropriate dosa e form  in the mornin , and Ta e 1 insert appropriate dosa e form  at bedtime 

(H) Ta e 2 insert appropriate dosa e form  in the mornin , and Ta e 2 insert appropriate dosa e form  at bedtime 

(I) Ta e 3 insert appropriate dosa e form  in the mornin , and Ta e 3 insert appropriate dosa e form  at bedtime 

(J) Ta e 1 insert appropriate dosa e form  in the mornin , 1 insert appropriate dosa e form  at noon, and I insert appropriate 
dosa e form  in the evenin  

( ) Ta e 2 insert appropriate dosa e form  in the mornin , 2 insert appropriate dosa e form  at noon, and 2 insert  
appropriate dosa e form  in the evenin   

( ) Ta e 3 insert appropriate dosa e form  in the mornin , 3 insert appropriate dosa e form  at noon, and 3 insert  
appropriate dosa e form  in the evenin   

( ) Ta e 1 insert appropriate dosa e form  in the mornin , 1 insert appropriate dosa e form  at noon, 1 insert appropriate 
dosa e form  in the evenin , and 1 insert appropriate dosa e form  at bedtime 

( ) Ta e 2 insert appropriate dosa e form  in the mornin , 2 insert appropriate dosa e form  at noon, 2 insert appropriate 
dosa e form  in the evenin , and 2 insert appropriate dosa e form  at bedtime 

(O) Ta e 3 insert appropriate dosa e form  in the mornin , 3 insert appropriate dosa e form  at noon, 3 insert appropriate 
dosa e form  in the evenin , and 3 insert appropriate dosa e form  at bedtime 
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PHARMACISTS EXPANDING PATIENTS’ ACCESS 

 TO ANTIDOTE FOR OPIOID OVERDOSE 
 
 California pharmacists are taking a more active role in efforts to prevent deaths from 
opioid overdoses by increasing access to naloxone hydrochloride, a medication that reverses 
opioid overdose. 
 
 Authority for pharmacists to furnish naloxone was established by AB 1535 (Bloom), 
which was passed in 2014. The law authorized the furnishing of naloxone pursuant to a 
protocol developed by the Board of Pharmacy and approved by the Medical Board of California. 
The medication may be administered by intramuscular injection, intranasal spray or auto-
injector. 
 
 The protocol, in California Code of Regulations Title 16, section 1746.3, lays out specific 
requirements for pharmacists to screen potential recipients and to provide training in 
preventing, recognizing and responding to opioid overdose and in administering naloxone. In 
addition, the protocol requires pharmacists to complete at least one hour of approved 
continuing education training on all forms of naloxone hydrochloride before furnishing the 
medication. 
 
 The protocol requires pharmacists to determine whether the potential recipient (A) uses 
illicit or prescription opioids or (B) “is in contact” with anyone who uses illicit or prescription 
opioids. The pharmacist also must determine whether the person to whom the drug would be 
administered has a known sensitivity to naloxone; if so, the pharmacist may not provide the 
drug. 
 
 Translated screening questions for potential recipients of naloxone whose primary 
language is traditional Chinese, Korean, Russian, Spanish, Tagalog or Vietnamese are available 
on the Board of Pharmacy website at 
http://www.pharmacy.ca.gov/licensees/naloxone_info.shtml. 
 
 The protocol also requires pharmacists to counsel and provide recipients with 
information about the medication, including “dosing, effectiveness, adverse effects, storage 
conditions, shelf-life, and safety.” The recipient is not permitted to waive the required 
consultation. The pharmacist also must provide any available information or referrals to 
appropriate resources to any recipient who “indicates interest in addiction treatment, recovery 
services, or medication disposal resources at this time.” 

http://www.pharmacy.ca.gov/licensees/naloxone_info.shtml


    
 As members of a health care team, pharmacists may recommend that patients filling 
prescriptions for opioids ask their doctors to also prescribe naloxone. Alternatively, pharmacists 
may on their own suggest that patients filling prescriptions for opioid medications also obtain 
naloxone.  
 
 If the recipient is also the person to whom the naloxone would be administered, the 
recipient is considered a patient for purposes of the protocol. If the patient consents, section 
1746.3(c)(7) requires the pharmacist to “notify the patient’s primary care provider of any 
drug(s) and/or device(s) furnished, or to enter the appropriate information in a patient record 
system shared with the primary care provider, as permitted by the patient and the primary care 
provider.” 
 
 If the patient does not have a primary care provider or does not consent to notification, 
section 1746.3(c)(7) requires the pharmacist to “provide a written record of the drug(s) and/or 
devices(s) furnished and advise the patient to consult an appropriate health care provider of 
the patient’s choice.” 
 
 The full text of California Code of Regulations section 1746.3 is available at 
http://www.pharmacy.ca.gov/publications/naloxone_protocol.pdf. 
 
 A fact sheet about naloxone is available on the Board of Pharmacy web site at 
http://www.pharmacy.ca.gov/publications/naloxone_fact_sheet.pdf. 
 
 The Board of Pharmacy Prescription Drug Abuse Prevention page, including public 
service announcement videos, is available at 
http://www.pharmacy.ca.gov/consumers/rx_abuse_prevention.shtml.  
 

http://www.pharmacy.ca.gov/publications/naloxone_protocol.pdf
http://www.pharmacy.ca.gov/publications/naloxone_fact_sheet.pdf
http://www.pharmacy.ca.gov/consumers/rx_abuse_prevention.shtml


Senate Bill No. 833

CHAPTER 30

An act to amend Section 100504 of the Government Code, to amend
Sections 1324.9, 120955, 120960, 130301, 130303, 130305, 130306, 130309,
130310, and 130313 of, to add Section 125281 to, to add Part 6.2
(commencing with Section 1179.80) to Division 1 of, to add Part 7.5
(commencing with Section 122450) to Division 105 of, and to repeal
Sections 120965, 130307, and 130312 of, the Health and Safety Code, to
amend and repeal Section 138.7 of the Labor Code, and to amend Sections
5848.5, 10752, 14009.5, 14046.7, 14105.436, 14105.45, 14105.456,
14105.86, 14131.10, 14132.56, 14154, 14301.1, and 14592 of, and to amend
and add Section 14593 of, the Welfare and Institutions Code, relating to
health, and making an appropriation therefor, to take effect immediately,
bill related to the budget.

[Approved by Governor June 27, 2016. Filed with
Secretary of State June 27, 2016.]

legislative counsel’s digest

SB 833, Committee on Budget and Fiscal Review. Health.
(1)  Existing federal law, the federal Patient Protection and Affordable

Care Act (PPACA), enacts various health care coverage market reforms
that took effect January 1, 2014. Among other things, PPACA requires each
state, by January 1, 2014, to establish an American Health Benefit Exchange
that facilitates the purchase of qualified health plans by qualified individuals
and qualified small employers. Existing state law establishes the California
Health Benefit Exchange (the Exchange) within state government for the
purpose of facilitating the enrollment of qualified individuals and qualified
small employers in qualified health plans, and specifies the powers and
duties of the board governing the Exchange. Existing law authorizes the
board of the Exchange to adopt any necessary regulations as emergency
regulations until January 1, 2017. Existing law allows the emergency
regulations adopted by the board to remain in effect for 3 years, as specified.

This bill would authorize the board to adopt any necessary regulations to
implement the eligibility, enrollment, and appeals processes for the individual
and small business exchanges, changes to the small business exchange, or
any act in effect that amends the provisions governing the Exchange that is
operative on or before December 31, 2016, as emergency regulations. The
bill would instead allow the emergency regulations adopted by the board
to remain in effect for 5 years, as specified.

(2)  Existing law creates the State Department of Public Health and vests
it with duties, powers, functions, jurisdiction, and responsibilities with regard
to the advancement of public health.
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This bill would require the department, subject to an appropriation for
this purpose in the Budget Act of 2016, to award funding to local health
departments, local government agencies, or on a competitive basis to
community-based organizations, regional opioid prevention coalitions, or
both, to support or establish programs that provide Naloxone to first
responders and to at-risk opioid users through programs that serve at-risk
drug users, including, but not limited to, syringe exchange and disposal
programs, homeless programs, and substance use disorder treatment
providers.

(3)  Existing law establishes the Long-Term Care Quality Assurance Fund
in the State Treasury and requires all revenues received by the State
Department of Health Care Services categorized by the department as
long-term care quality assurance fees, including specified fees on certain
intermediate care facilities and skilled nursing facilities, as specified, to be
deposited into the fund. Existing law requires the moneys in the fund to be
available, upon appropriation by the Legislature, for expenditure by the
department to provide supplemental Medi-Cal reimbursement for
intermediate care facility services, as specified, and to enhance federal
financial participation in the Medi-Cal program or to provide additional
reimbursement to, and support facility quality improvement efforts in,
licensed skilled nursing facilities.

This bill would continuously appropriate the moneys in the fund to the
department, thereby making an appropriation.

(4)  Existing law requires the State Public Health Officer, to the extent
that state and federal funds are appropriated, to establish and administer a
program to provide drug treatments to persons infected with human
immunodeficiency virus (HIV). Existing law establishes the AIDS Drug
Assistance Rebate Fund, which is continuously appropriated and contains
specified rebates from drug manufacturers, and authorizes expenditures
from the fund for purposes of this program.

This bill would require the State Public Health Officer, to the extent that
state and federal funds are appropriated, to establish and administer a
program to provide drug treatments to persons who are HIV-negative who
have been prescribed preexposure prophylaxis included on the ADAP
formulary for the prevention of HIV infection. The bill would authorize the
State Public Health Officer, to the extent allowable under federal law and
as appropriated in the annual Budget Act, to expend funding from the AIDS
Drug Assistance Program Rebate Fund for this HIV infection prevention
program to cover the costs of prescribed ADAP formulary medications for
the prevention of HIV infection and other specified costs.

Existing law authorizes the State Department of Public Health to subsidize
certain cost-sharing requirements for persons otherwise eligible for the
AIDS Drug Assistance Program (ADAP) with existing non-ADAP drug
coverage by paying for prescription drugs included on the ADAP formulary
within the existing ADAP operational structure, as specified. Under existing
law, if the State Public Health Officer determines that it would result in a
cost savings to the state, the department is authorized to subsidize, using
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available federal funds and moneys from the AIDS Drug Assistance Program
Rebate Fund, costs associated with a health care service plan or health
insurance policy and premiums to purchase or maintain health insurance
coverage.

The bill would delete the requirement that the State Public Health Officer
determine that there would be a cost savings to the state before the
department may subsidize the above-described costs with available federal
funds and moneys from the AIDS Drug Assistance Program Rebate Fund.

Existing law requires the department to establish and administer a payment
schedule to determine the payment obligation of a person receiving drugs
under the program, as specified. Existing law limits the payment obligation
to the lessor of 2 times the person’s annual state income tax liability, less
health insurance premium payments, or the cost of the drugs.

This bill would delete the above-described payment obligation. The bill
would also make conforming changes.

(5)  Existing law establishes the State Department of Public Health for
purposes of, among other things, providing or facilitating access to certain
health services and programs. Existing law requires the department to
administer certain programs related to hepatitis B and hepatitis C, as
specified.

This bill would require the State Department of Public Health to, among
other things, purchase and distribute certain hepatitis B and hepatitis C
materials to local entities for purposes of testing and vaccination, as
specified. The bill would further require the department to facilitate related
training and other technical assistance relating to syringe exchanges. The
bill would authorize the department to issue grants for these purposes. The
bill would make these provisions subject to funding provided for these
purposes.

(6)  Existing law authorizes any postsecondary higher educational
institution with a medical center to establish diagnostic and treatment centers
for Alzheimer’s disease, and requires the State Department of Public Health
to administer grants to the postsecondary higher educational institutions
that establish a center pursuant to these provisions.

This bill would require the department to allocate funds to those centers,
from funds appropriated to the department in the Budget Act of 2016, to be
used for specified purposes, including to conduct targeted outreach to health
professionals and to provide low-cost, accessible detection and diagnosis
tools, as specified.

(7)  Existing law establishes the Office of Health Information Integrity,
headed by the Director of the Office of Health Information Integrity, within
the California Health and Human Services Agency and requires the office
to assume statewide leadership, coordination, policy formulation, direction,
and oversight responsibilities for implementation of the federal Health
Insurance Portability and Accountability Act (HIPAA). Existing law requires
the director to establish an advisory committee to obtain information on
statewide HIPAA implementation activities, which is required to meet at a
minimum 2 times per year. Existing law requires the Department of Finance
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to develop and annually publish prior to August 1 guidelines for state entities,
as defined, to obtain additional HIPAA funding, and to report to the
Legislature quarterly on HIPAA allocations, redirections, and expenditures,
categorized by state entity and by project.

This bill would revise those provisions to reflect the office’s duties
regarding ongoing compliance with HIPAA. The bill would delete the
provisions pertaining to the advisory committee and the Department of
Finance requirements to publish guidelines and report to the Legislature.

(8)  Existing law establishes a workers’ compensation system,
administered by the Administrative Director of the Division of Workers’
Compensation, to compensate an employee for injuries sustained in the
course of his or her employment. Existing law prohibits a person or public
or private entity who is not a party to a claim for workers’ compensation
benefits from obtaining individually identifiable information, as defined,
that is obtained or maintained by the Division of Workers’ Compensation
of the Department of Industrial Relations on that claim, except as specified.
Existing law authorizes, until January 1, 2017, the use by the State
Department of Health Care Services of individually identifiable information
to seek recovery of Medi-Cal costs.

This bill would delete that January 1, 2017, date of repeal and thereby
extend the operation of this authority of the State Department of Health
Care Services indefinitely.

(9)  The California Health Facilities Financing Authority Act authorizes
the California Health Facilities Financing Authority (authority) to make
loans from the continuously appropriated California Health Facilities
Financing Authority Fund to participating health institutions for financing
or refinancing the acquisition, construction, or remodeling of health facilities.

Existing law, the Mental Health Services Act, an initiative measure
enacted by the voters as Proposition 63 at the November 2, 2004, statewide
general election, establishes the Mental Health Services Oversight and
Accountability Commission (commission) to oversee the administration of
various parts of the Mental Health Services Act. The act provides that it
may be amended by the Legislature by a 2/3 vote of each house as long as
the amendment is consistent with and furthers the intent of the act, and that
the Legislature may also clarify procedures and terms of the act by majority
vote.

Existing law establishes the Investment in Mental Health Wellness Act
of 2013. Existing law provides that funds appropriated by the Legislature
to the authority for the purposes of the act be made available to selected
counties or counties acting jointly, except as otherwise provided, and used
to increase capacity for client assistance and services in crisis intervention,
crisis stabilization, crisis residential treatment, rehabilitative mental health
services, and mobile crisis support teams. Existing law requires the authority
to develop and to consider specified selection criteria for awarding grants,
as prescribed. Existing law provides that funds appropriated by the
Legislature to the commission for the purposes of the act be allocated to
selected counties, counties acting jointly, or city mental health departments,
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as determined by the commission through a selection process, for triage
personnel to provide intensive case management and linkage to services for
individuals with mental health disorders. Existing law requires the
commission to consider specified selection criteria for awarding grants.
Existing law prohibits funds awarded by the authority or commission from
being used to supplant existing financial and resource commitments of the
grantee.

This bill would extend the application of these provisions for purposes
of providing mental health services to children and youth 21 years of age
and under, subject to appropriation in the 2016 Budget Act. The bill would
similarly provide that funds appropriated by the Legislature to the authority
for these purposes be made available to selected counties or counties acting
jointly, and used to increase capacity for client assistance and crisis services,
as specified. The bill would require the authority to develop and consider
specified selection criteria for awarding grants, as prescribed. The bill would
similarly provide that funds appropriated by the Legislature to the
commission for these purposes be allocated to selected counties, counties
acting jointly, or city mental health departments, as determined by the
commission through a selection process, for specified purposes. The bill
would require the commission to consider specified selection criteria for
awarding grants. The bill would require the authority and the commission
to provide prescribed reports to the fiscal and policy committees of the
Legislature by January 1, 2018, and annually thereafter.

(10)  Existing law provides for the Medi-Cal program, which is
administered by the State Department of Health Care Services and under
which qualified low-income persons receive health care benefits. The
Medi-Cal program is, in part, governed and funded by federal Medicaid
provisions.

Existing federal law requires the state to seek adjustment or recovery
from an individual’s estate for specified medical assistance, including nursing
facility services, home and community-based services, and related hospital
and prescription drug services, if the individual was 55 years of age or older
when he or she received the medical assistance. Existing federal law allows
the state, at its own option, to seek recovery for any items or services covered
under the state’s Medicaid plan.

Existing state law, with certain exceptions, requires the State Department
of Health Care Services to claim against the estate of a decedent, or against
any recipient of the property of that decedent by distribution or survival, an
amount equal to the payments for Medi-Cal services received or the value
of the property received by any recipient from the decedent by distribution
or survival, whichever is less. Existing law provides for certain exemptions
that restrict the department from filing a claim against a decedent’s property,
including if there is a surviving spouse during his or her lifetime. Existing
law requires the department, however, to make a claim upon the death of
the surviving spouse, as prescribed. Existing law requires the department
to waive its claim, in whole or in part, if it determines that enforcement of
the claim would result in a substantial hardship, as specified. Existing law,
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which has been held invalid by existing case law, provides that the
exemptions shall only apply to the proportionate share of the decedent’s
estate or property that passes to those recipients, by survival or distribution,
who qualify for the exemptions.

This bill would instead require the department to make these claims only
in specified circumstances for those health care services that the state is
required to recover under federal law and would define health care services
for these purposes. The bill would limit any claims against the estate of a
decedent to only the real and personal property or other assets in the
individual’s probate estate that the state is required to seek recovery from
under federal law. The bill would delete the proportionate share provision
and would delete the requirement that the department make a claim upon
the death of the surviving spouse. The bill would prohibit the department
from filing a claim against a decedent’s property if there is a surviving
registered domestic partner. The bill would require the department, subject
to federal approval, to waive its claim when the estate subject to recovery
is a homestead of modest value, as defined. The bill would limit the amount
of interest that is entitled to accrue on a voluntary postdeath lien, as specified.
The bill would also require the department to provide a current or former
member, or his or her authorized representative, upon request, with a copy
of the amount of Medi-Cal expenses that would be recoverable under these
provisions, as specified. The bill would apply the changes made by these
provisions only to individuals who die on or after January 1, 2017.

(11)  Existing law requires the State Department of Health Care Services
to establish and administer, until July 1, 2021, the Medi-Cal Electronic
Health Records Incentive Program, for the purposes of providing federal
incentive payments to Medi-Cal providers for the implementation and use
of electronic records systems. Existing law generally prohibits General Fund
moneys from being used for this purpose, except that no more than $200,000
from the General Fund may be used annually for state administrative costs
associated with implementing these provisions.

This bill would increase the amount of General Fund moneys that may
be used annually for state administrative costs to no more than $425,000.

(12)  Existing law provides for a schedule of benefits under the Medi-Cal
program, which includes Early and Periodic Screening, Diagnosis, and
Treatment for any individual under 21 years of age, consistent with the
requirements of federal law. Under existing law, to the extent required by
the federal government and effective no sooner than required by the federal
government, behavioral health treatment (BHT), as defined, is a covered
service for individuals under 21 years of age, as specified.

This bill would authorize the department, commencing on the effective
date of the bill to March 31, 2017, inclusive, to make available to specified
individuals whom the department identifies as no longer eligible for
Medi-Cal solely due to the transition of BHT coverage pursuant to the above
provisions, contracted services to assist the individuals with health insurance
enrollment, without regard to whether federal funds are available for the
contracted services.
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(13)  Existing law prohibits the reimbursement to Medi-Cal pharmacy
providers for legend and nonlegend drugs, as defined, from exceeding the
lowest of either the estimated acquisition cost of the drug plus a professional
fee for dispensing or the pharmacy’s usual and customary charge, as defined.
The professional fee is statutorily set at $7.25 per dispensed prescription
and at $8 for legend drugs dispensed to a beneficiary residing in a skilled
nursing facility or intermediate care facility, as defined. If the State
Department of Health Care Services determines that a change in the
dispensing fee is necessary, existing law requires the department to establish
the new dispensing fee through the state budget process and prohibits any
adjustments to the dispensing fee from exceeding a specified amount.
Existing law requires the estimated acquisition cost of the drug to be equal
to the lowest of the average wholesale price minus 17%, the average
acquisition cost, the federal upper limit, or the maximum allowable
ingredient cost.

This bill, commencing April 1, 2017, would make inoperative the
prescribed amounts for the professional fees and, instead, require the
department to implement a new professional dispensing fee or fees, as
defined, established by the department consistent with a specified provision
of federal law. The bill would require the department to adjust the
professional dispensing fee through the state budget process if necessary to
comply with federal Medicaid requirements. The bill would revise the
definition of “federal upper limit.”

(14)  Existing law provides for a schedule of benefits under the Medi-Cal
program, which includes specified outpatient services, including acupuncture
to the extent federal matching funds are provided for acupuncture, subject
to utilization controls. Notwithstanding this provision, existing law excludes
certain optional Medi-Cal benefits, including, among others, acupuncture
services, from coverage under the Medi-Cal program.

This bill, commencing July 1, 2016, would restore acupuncture services
as a covered benefit under the Medi-Cal program.

(15)  Existing law requires counties to determine Medi-Cal eligibility,
and requires each county to meet specified performance standards in
administering Medi-Cal eligibility. Existing law requires the department to
establish and maintain a plan, known as the County Administrative Cost
Control Plan, for the purpose of effectively controlling costs related to the
county administration of the determination of eligibility for benefits under
the Medi-Cal program within the amounts annually appropriated for that
administration. Under existing law, the Legislature finds and declares that
linking appropriate funding for county Medi-Cal administrative operations,
including annual cost-of-doing-business adjustments, with performance
standards will give counties the incentive to meet the performance standards
and enable them to continue to do the work they do on behalf of the state.
Existing law further provides that it is the intent of the Legislature to provide
appropriate funding to the counties for the effective administration of the
Medi-Cal program, and that it is the intent of the Legislature to not
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appropriate money for a cost-of-doing-business adjustment for specified
fiscal years.

This bill would additionally provide that it is the intent of the Legislature
to not appropriate funds for the cost-of-doing-business adjustment for the
2016–17 fiscal year.

(16)  Under existing law, the Emergency Medical Air Transportation Act,
a penalty of $4 is imposed upon every conviction for a violation of the
Vehicle Code, or a local ordinance adopted pursuant to the Vehicle Code,
other than a parking offense. Existing law requires the county or the court
that imposed the fine to transfer the moneys collected pursuant to this act
to the Emergency Medical Air Transportation Act Fund. Existing law
requires the State Department of Health Care Services to administer the
Emergency Medical Air Transportation Act Fund and to use the moneys in
the fund, upon appropriation by the Legislature, to, among other things,
offset the state portion of the Medi-Cal reimbursement rate for emergency
medical air transportation services and augment emergency medical air
transportation reimbursement payments made through the Medi-Cal program.
Under existing law, the assessment of these penalties will terminate on
January 1, 2018, and any moneys unexpended and unencumbered in the
Emergency Medical Air Transportation Act Fund on June 30, 2019, will
transfer to the General Fund. Existing law requires the department, by March
1, 2017, and in coordination with the Department of Finance, to develop a
funding plan that ensures adequate reimbursement to emergency medical
air transportation providers following the termination of the penalty
assessments.

This bill would instead require the department, by March 1, 2017, and in
coordination with the Department of Finance, to notify the Legislature of
the fiscal impact on the Medi-Cal program resulting from, and the planned
reimbursement methodology for emergency medical air transportation
services after, the termination of the penalty assessments.

(17)  Existing federal law establishes the Program of All-Inclusive Care
for the Elderly (PACE), which provides specified services for older
individuals so that they may continue living in the community. Federal law
authorizes states to implement the PACE program as a Medicaid state option.
Existing law authorizes the department to enter into contracts with up to 15
PACE organizations, defined as public or private nonprofit organizations,
to implement the PACE program, as specified. Existing law, on and after
April 1, 2015, requires the department to establish capitation rates paid to
each PACE organization at no less than 95% of the fee-for-service equivalent
cost, including the department’s cost of administration, that the department
estimates would be payable for all services covered under the PACE
organization contract if all those services were to be furnished to Medi-Cal
beneficiaries under the fee-for-service program.

This bill would require the department to develop and pay capitation rates
to contracted PACE organizations, for rates implemented no earlier than
January 1, 2017, in accordance with criteria specific to those organizations,
based on, among other things, standardized rate methodologies for similar
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populations, adjustments for geographic location, and the level of care being
provided. The bill would delete the requirement that contracts for
implementation of the PACE program be entered into with organizations
that are nonprofit.

This bill also would authorize the department, to the extent federal
financial participation is available, to seek increased federal regulatory
flexibility to modernize the PACE program, as specified. Implementation
of the new capitation rate methodology would be contingent on receipt of
federal approval and the availability of federal financial participation. The
bill would provide alternative rate capitation methodologies, depending
upon whether or not the Coordinated Care Initiative is operative, as specified.

(18)  This bill would also delete or make inoperative various obsolete
provisions of law and make various other technical changes.

(19)  This bill would declare that it is to take effect immediately as a bill
providing for appropriations related to the Budget Bill.

Appropriation: yes.

The people of the State of California do enact as follows:

SECTION 1. Section 100504 of the Government Code is amended to
read:

100504. (a)  The board may do the following:
(1)  With respect to individual coverage made available in the Exchange,

collect premiums and assist in the administration of subsidies.
(2)  Enter into contracts.
(3)  Sue and be sued.
(4)  Receive and accept gifts, grants, or donations of moneys from any

agency of the United States, any agency of the state, and any municipality,
county, or other political subdivision of the state.

(5)  Receive and accept gifts, grants, or donations from individuals,
associations, private foundations, and corporations, in compliance with the
conflict of interest provisions to be adopted by the board at a public meeting.

(6)  Adopt rules and regulations, as necessary. Until January 1, 2017, any
necessary rules and regulations may be adopted as emergency regulations
in accordance with the Administrative Procedure Act (Chapter 3.5
(commencing with Section 11340) of Part 1 of Division 3 of Title 2). Until
January 1, 2019, any necessary rules and regulations to implement the
eligibility, enrollment, and appeals processes for the individual and small
business exchanges, changes to the small business exchange, or any act in
effect that amends this title that is operative on or before December 31,
2016, may be adopted as emergency regulations in accordance with the
Administrative Procedure Act (Chapter 3.5 (commencing with Section
11340) of Part 1 of Division 3 of Title 2). The adoption of emergency
regulations pursuant to this section shall be deemed to be an emergency and
necessary for the immediate preservation of the public peace, health and
safety, or general welfare. Notwithstanding Chapter 3.5 (commencing with
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Section 11340) of Part 1 of Division 3 of Title 2, including subdivisions (e)
and (h) of Section 11346.1, any emergency regulation adopted pursuant to
this section shall be repealed by operation of law unless the adoption,
amendment, or repeal of the regulation is promulgated by the board pursuant
to Chapter 3.5 (commencing with Section 11340) of Part 1 of Division 3 of
Title 2 of the Government Code within five years of the initial adoption of
the emergency regulation. Notwithstanding subdivision (h) of Section
11346.1, until January 1, 2020, the Office of Administrative Law may
approve more than two readoptions of an emergency regulation adopted
pursuant to this section. The amendments made to this paragraph by the act
adding this sentence shall apply to any emergency regulation adopted
pursuant to this section prior to the effective date of the Budget Act of 2015.

(7)  Collaborate with the State Department of Health Care Services and
the Managed Risk Medical Insurance Board, to the extent possible, to allow
an individual the option to remain enrolled with his or her carrier and
provider network in the event the individual experiences a loss of eligibility
of premium tax credits and becomes eligible for the Medi-Cal program or
the Healthy Families Program, or loses eligibility for the Medi-Cal program
or the Healthy Families Program and becomes eligible for premium tax
credits through the Exchange.

(8)  Share information with relevant state departments, consistent with
the confidentiality provisions in Section 1411 of the federal act, necessary
for the administration of the Exchange.

(9)  Require carriers participating in the Exchange to make available to
the Exchange and regularly update an electronic directory of contracting
health care providers so that individuals seeking coverage through the
Exchange can search by health care provider name to determine which
health plans in the Exchange include that health care provider in their
network. The board may also require a carrier to provide regularly updated
information to the Exchange as to whether a health care provider is accepting
new patients for a particular health plan. The Exchange may provide an
integrated and uniform consumer directory of health care providers indicating
which carriers the providers contract with and whether the providers are
currently accepting new patients. The Exchange may also establish methods
by which health care providers may transmit relevant information directly
to the Exchange, rather than through a carrier.

(10)  Make available supplemental coverage for enrollees of the Exchange
to the extent permitted by the federal act, provided that no General Fund
money is used to pay the cost of that coverage. Any supplemental coverage
offered in the Exchange shall be subject to the charge imposed under
subdivision (n) of Section 100503.

(b)  The Exchange shall only collect information from individuals or
designees of individuals necessary to administer the Exchange and consistent
with the federal act.

(c)  (1)  The board shall have the authority to standardize products to be
offered through the Exchange. Any products standardized by the board
pursuant to this subdivision shall be discussed by the board during at least
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one properly noticed board meeting prior to the board meeting at which the
board adopts the standardized products to be offered through the Exchange.

(2)  The adoption, amendment, or repeal of a regulation by the board to
implement this subdivision is exempt from the rulemaking provisions of
the Administrative Procedure Act (Chapter 3.5 (commencing with Section
11340) of Part 1 of Division 3 of Title 2).

SEC. 2. Part 6.2 (commencing with Section 1179.80) is added to Division
1 of the Health and Safety Code, to read:

PART 6.2.  NALOXONE GRANT PROGRAM

1179.80. (a)  In order to reduce the rate of fatal overdose from opioid
drugs including heroin and prescription opioids, the State Department of
Public Health shall, subject to an appropriation for this purpose in the Budget
Act of 2016, award funding to local health departments, local government
agencies, or on a competitive basis to community-based organizations,
regional opioid prevention coalitions, or both, to support or establish
programs that provide Naloxone to first responders and to at-risk opioid
users through programs that serve at-risk drug users, including, but not
limited to, syringe exchange and disposal programs, homeless programs,
and substance use disorder treatment providers.

(b)  The department may award grants itself or enter into contracts to
carry out the provisions of subdivision (a). The award of contracts and grants
is exempt from Part 2 (commencing with Section 10100) of Division 2 of
the Public Contract Code and is exempt from approval by the Department
of General Services prior to their execution.

(c)  Not more than 10 percent of the funds appropriated shall be available
to the department for its administrative costs in implementing this section.
If deemed necessary by the department, the department may allocate funds
to other state departments to assist in the implementation of subdivision (a).

SEC. 3. Section 1324.9 of the Health and Safety Code is amended to
read:

1324.9. (a)  The Long-Term Care Quality Assurance Fund is hereby
created in the State Treasury. Notwithstanding Section 13340 of the
Government Code, moneys in the fund shall be continuously appropriated,
without regard to fiscal year, to the State Department of Health Care Services
for the purposes of this article and Article 7.6 (commencing with Section
1324.20). Notwithstanding Section 16305.7 of the Government Code, the
fund shall contain all interest and dividends earned on moneys in the fund.

(b)  Notwithstanding any other law, beginning August 1, 2013, all
revenues received by the State Department of Health Care Services
categorized by the State Department of Health Care Services as long-term
care quality assurance fees shall be deposited into the Long-Term Care
Quality Assurance Fund. Revenue that shall be deposited into this fund shall
include quality assurance fees imposed pursuant to this article and quality
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assurance fees imposed pursuant to Article 7.6 (commencing with Section
1324.20).

(c)  Notwithstanding any other law, the Controller may use the funds in
the Long-Term Care Quality Assurance Fund for cashflow loans to the
General Fund as provided in Sections 16310 and 16381 of the Government
Code.

SEC. 4. Section 120955 of the Health and Safety Code is amended to
read:

120955. (a)  (1)   To the extent that state and federal funds are
appropriated in the annual Budget Act for these purposes, the director shall
establish and may administer a program to provide drug treatments to persons
infected with human immunodeficiency virus (HIV), the etiologic agent of
acquired immunodeficiency syndrome (AIDS), and to persons who are
HIV-negative who have been prescribed preexposure prophylaxis included
on the ADAP formulary for the prevention of HIV infection. To the extent
allowable under federal law, and as appropriated in the annual Budget Act,
the director may expend funding from the AIDS Drug Assistance Program
Rebate Fund for this HIV infection prevention program to cover the costs
of prescribed ADAP formulary medications for the prevention of HIV
infection and related medical copays, coinsurance, and deductibles. If the
director makes a formal determination that, in any fiscal year, funds
appropriated for the program will be insufficient to provide all of those drug
treatments to existing eligible persons for the fiscal year and that a
suspension of the implementation of the program is necessary, the director
may suspend eligibility determinations and enrollment in the program for
the period of time necessary to meet the needs of existing eligible persons
in the program.

(2)  The director, in consultation with the AIDS Drug Assistance Program
Medical Advisory Committee, shall develop, maintain, and update as
necessary a list of drugs to be provided under this program. The list shall
be exempt from the requirements of the Administrative Procedure Act
(Chapter 3.5 (commencing with Section 11340), Chapter 4 (commencing
with Section 11370), and Chapter 5 (commencing with Section 11500) of
Part 1 of Division 3 of Title 2 of the Government Code), and shall not be
subject to the review and approval of the Office of Administrative Law.

(b)  The director may grant funds to a county public health department
through standard agreements to administer this program in that county. To
maximize the recipients’ access to drugs covered by this program, the
director shall urge the county health department in counties granted these
funds to decentralize distribution of the drugs to the recipients.

(c)  The director shall establish a rate structure for reimbursement for the
cost of each drug included in the program. Rates shall not be less than the
actual cost of the drug. However, the director may purchase a listed drug
directly from the manufacturer and negotiate the most favorable bulk price
for that drug.

(d)  Manufacturers of the drugs on the list shall pay the department a
rebate equal to the rebate that would be applicable to the drug under Section

95

— 12 —Ch. 30

 



1927(c) of the federal Social Security Act (42 U.S.C. Sec. 1396r-8(c)) plus
an additional rebate to be negotiated by each manufacturer with the
department, except that no rebates shall be paid to the department under
this section on drugs for which the department has received a rebate under
Section 1927(c) of the federal Social Security Act (42 U.S.C. Sec.
1396r-8(c)) or that have been purchased on behalf of county health
departments or other eligible entities at discount prices made available under
Section 256b of Title 42 of the United States Code.

(e)  The department shall submit an invoice, not less than two times per
year, to each manufacturer for the amount of the rebate required by
subdivision (d).

(f)  Drugs may be removed from the list for failure to pay the rebate
required by subdivision (d), unless the department determines that removal
of the drug from the list would cause substantial medical hardship to
beneficiaries.

(g)  The department may adopt emergency regulations to implement
amendments to this chapter made during the 1997–98 Regular Session, in
accordance with the Administrative Procedure Act (Chapter 3.5
(commencing with Section 11340) of Part 1 of Division 3 of Title 2 of the
Government Code). The initial adoption of emergency regulations shall be
deemed to be an emergency and considered by the Office of Administrative
Law as necessary for the immediate preservation of the public peace, health
and safety, or general welfare. Emergency regulations adopted pursuant to
this section shall remain in effect for no more than 180 days.

(h)  Reimbursement under this chapter shall not be made for any drugs
that are available to the recipient under any other private, state, or federal
programs, or under any other contractual or legal entitlements, except that
the director may authorize an exemption from this subdivision where
exemption would represent a cost savings to the state.

(i)  The department may also subsidize certain cost-sharing requirements
for persons otherwise eligible for the AIDS Drug Assistance Program
(ADAP) with existing non-ADAP drug coverage by paying for prescription
drugs included on the ADAP formulary within the existing ADAP
operational structure up to, but not exceeding, the amount of that cost-sharing
obligation. This cost sharing may only be applied in circumstances in which
the other payer recognizes the ADAP payment as counting toward the
individual’s cost-sharing obligation. The department may subsidize, using
available federal funds and moneys from the AIDS Drug Assistance Program
Rebate Fund, costs associated with a health care service plan or health
insurance policy, including medical copayments and deductibles for
outpatient care, and premiums to purchase or maintain health insurance
coverage.

SEC. 5. Section 120960 of the Health and Safety Code is amended to
read:

120960. (a)  The department shall establish uniform standards of financial
eligibility for the drugs under the program established under this chapter.
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(b)  Nothing in the financial eligibility standards shall prohibit drugs to
an otherwise eligible person whose modified adjusted gross income does
not exceed 500 percent of the federal poverty level per year based on family
size and household income. However, the director may authorize drugs for
persons with incomes higher than 500 percent of the federal poverty level
per year based on family size and household income if the estimated cost
of those drugs in one year is expected to exceed 20 percent of the person’s
modified adjusted gross income.

(c)  A county public health department administering this program
pursuant to an agreement with the director pursuant to subdivision (b) of
Section 120955 shall use no more than 5 percent of total payments it collects
pursuant to this section to cover any administrative costs related to eligibility
determinations, reporting requirements, and the collection of payments.

(d)  A county public health department administering this program
pursuant to subdivision (b) of Section 120955 shall provide all drugs added
to the program pursuant to subdivision (a) of Section 120955 within 60 days
of the action of the director.

(e)  For purposes of this section, the following terms shall have the
following meanings:

(1)  “Family size” has the meaning given to that term in Section 36B(d)(1)
of the Internal Revenue Code of 1986, and shall include same or opposite
sex married couples, registered domestic partners, and any tax dependents,
as defined by Section 152 of the Internal Revenue Code of 1986, of either
spouse or registered domestic partner.

(2)  “Federal poverty level” refers to the poverty guidelines updated
periodically in the Federal Register by the United States Department of
Health and Human Services under the authority of Section 9902(2) of Title
42 of the United States Code.

(3)  “Household income” means the sum of the applicant’s or recipient’s
modified adjusted gross income, plus the modified adjusted gross income
of the applicant’s or recipient’s spouse or registered domestic partner, and
the modified adjusted gross incomes of all other individuals for whom the
applicant or recipient, or the applicant’s or recipient’s spouse or registered
domestic partner, is allowed a federal income tax deduction for the taxable
year.

(4)  “Internal Revenue Code of 1986” means Title 26 of the United States
Code, including all amendments enacted to that code.

(5)  “Modified adjusted gross income” has the meaning given to that term
in Section 36B(d)(2)(B) of the Internal Revenue Code of 1986.

SEC. 6. Section 120965 of the Health and Safety Code is repealed.
SEC. 7. Part 7.5 (commencing with Section 122450) is added to Division

105 of the Health and Safety Code, to read:
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PART 7.5.  COMMUNICABLE DISEASE TESTING AND PREVENTION

122450. (a)  Of the funds appropriated in the 2016 Budget Act for this
purpose, the State Department of Public Health shall do all of the following:

(1)  Purchase and distribute hepatitis B vaccine and related materials to
local health jurisdictions and community-based organizations to test and
vaccinate high-risk adults.

(2)  Purchase hepatitis C test kits and related materials to distribute to
local health jurisdictions and community-based testing programs.

(3)  Train nonmedical personnel to perform HCV and HIV testing waived
under the federal Clinical Laboratory Improvement Amendments of 1998
(CLIA) (42 U.S.C. Sec. 263a) in local health jurisdictions and
community-based settings.

(4)  Provide technical assistance to local governments and
community-based organizations to increase the number of syringe exchange
and disposal programs throughout California and the number of jurisdictions
in which syringe exchange and disposal programs are authorized.

(b)  The State Department of Public Health may issue grants for the
materials and activities provided for in subdivision (a).

SEC. 8. Section 125281 is added to the Health and Safety Code, to read:
125281. From funds appropriated to the department in the Budget Act

of 2016 for these purposes, the department shall allocate funds to the
diagnostic and treatment centers for Alzheimer’s disease established pursuant
to Section 125280 to be used for all of the following purposes:

(a)  To determine the standard of care in early and accurate diagnosis
drawing on peer-reviewed evidence, best practices, Medicare and Medicaid
policy and reimbursement, and experience working with patients seeking
services at a center.

(b)  To conduct targeted outreach to health professionals through medical
school instruction, hospital grant rounds, continuing education, community
education, and free online resources.

(c)  To provide low-cost, accessible detection and diagnosis tools that the
center shall make available via open source portals of the postsecondary
higher educational institution that established the center. Furthermore, the
department shall post these tools on its Internet Web site to serve as a
resource for the state.

(d)  To endorse and disseminate low-cost, accessible detection and
diagnosis tools for broad use by health professionals practicing in a variety
of settings.

(e)  To address unique health disparities that exist within diverse
populations, with special focus and attention on reaching African Americans,
Latinos, and women.

(f)  To evaluate the educational effectiveness and measure the impact of
these efforts, including pretests and posttests for health professionals,
metrics, and documented practice change.

SEC. 9. Section 130301 of the Health and Safety Code is amended to
read:
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130301. The Legislature finds and declares the following:
(a)  The federal Health Insurance Portability and Accountability Act

(Public Law 104-191), known as HIPAA, was enacted on August 21, 1996.
(b)  HIPAA extends health coverage benefits to workers after they

terminate or change employment by allowing the worker to participate in
existing group coverage plans, thereby avoiding the additional expense
associated with obtaining individual coverage as well as the potential loss
of coverage because of a preexisting health condition.

(c)  Administrative simplification is a key feature of HIPAA, requiring
standard national identifiers for providers, employers, and health plans and
the development of uniform standards for the coding and transmission of
claims and health care information. Administration simplification is intended
to promote the use of information technology, thereby reducing costs and
increasing efficiency in the health care industry.

(d)  HIPAA also contains standards for safeguarding the privacy and
security of health information. Therefore, the development of policies for
safeguarding the privacy and security of health records is a fundamental
and indispensable part of HIPAA implementation that must accompany or
precede the expansion or standardization of technology for recording or
transmitting health information.

(e)  The federal Department of Health and Human Services has published,
and continues to publish, rules pertaining to the implementation of HIPAA.
Following a 60-day congressional concurrence period, health providers and
insurers have 24 months in which to implement these rules.

(f)  These federal rules directly apply to state and county departments
that provide health coverage, health care, mental health services, and alcohol
and drug treatment programs. Other state and county departments are subject
to these rules to the extent they use or exchange information with the
departments to which the federal rules directly apply.

(g)  In view of the substantial changes that HIPAA will require in the
practices of both private and public health entities and their business
associates, the ability of California government to continue the delivery of
vital health services will depend upon the implementation of, and compliance
with, HIPAA in a manner that is coordinated among state departments as
well as our partners in county government and the private health sector.

(h)  The implementation of HIPAA shall be accomplished as required by
federal law and regulations and shall be a priority for state departments.

SEC. 10. Section 130303 of the Health and Safety Code is amended to
read:

130303. The office shall assume statewide leadership, coordination,
policy formulation, direction, and oversight responsibilities for HIPAA
implementation and compliance. The office shall exercise full authority
relative to state entities to establish policy, provide direction to state entities,
monitor progress, and report on implementation and compliance activities.

SEC. 11. Section 130305 of the Health and Safety Code is amended to
read:
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130305. The office shall be staffed, at a minimum, with the following
personnel:

(a)  Legal counsel to perform activities that may include, but are not
limited to, determining the application of federal law pertaining to HIPAA.

(b)  Staff with expertise in the rules promulgated by HIPAA.
(c)  Staff, as necessary, to coordinate and monitor the progress made by

all state entities in HIPAA implementation and compliance.
SEC. 12. Section 130306 of the Health and Safety Code is amended to

read:
130306. The office shall perform the following functions:
(a)  Standardizing the HIPAA implementation process used in all state

entities, which includes the following:
(1)  Developing an overall state strategy for HIPAA implementation and

compliance that includes timeframes within which specified activities will
be completed.

(2)  Specifying tools, such as protocols for assessment and reporting, and
any other tools as determined by the director for HIPAA implementation
and compliance.

(3)  Developing uniform policies on privacy, security, and other matters
related to HIPAA that shall be adopted and implemented by all state entities.
In developing these policies, the office shall consult with representatives
from the private sector, state government, and other public entities affected
by HIPAA.

(4)  Providing an ongoing evaluation of HIPAA implementation and
compliance in California and refining the plans, tools, and policies as
required to effect implementation.

(5)  Developing standards for the office to use in determining the extent
of HIPAA compliance.

(b)  Representing the State of California in HIPAA discussions with the
federal Department of Health and Human Services and at the Workgroup
for Electronic Data Interchange and other national and regional groups
developing standards for HIPAA implementation, including those authorized
by the federal Department of Health and Human Services to receive
comments related to HIPAA. The office may review and approve all
comments related to HIPAA that state entities or representatives from the
University of California, to the extent authorized by its Regents, propose
for submission to the federal Department of Health and Human Services or
any other body or organization.

(c)  Monitoring the HIPAA implementation and compliance activities of
state entities and requiring these entities to report on their activities at times
specified by the director using a format prescribed by the director. The office
shall seek the cooperation of counties in monitoring HIPAA implementation
and compliance in programs that are administered by county government.

(d)  Providing state entities with technical assistance as the director deems
necessary and appropriate to advance the state’s implementation and
compliance of HIPAA as required by the schedule adopted by the federal
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Department of Health and Human Services. This assistance shall also include
sharing information obtained by the office relating to HIPAA.

(e)  Reviewing and approving all HIPAA legislation and regulations
proposed by state entities, other than state control agencies, prior to the
proposal’s review by any other entity and reviewing all analyses and
positions, other than those prepared by state control agencies, on HIPAA
related legislation being considered by either Congress or the Legislature.

(f)  Ensuring state departments claim federal funding for those activities
that qualify under federal funding criteria.

(g)  Maintaining an Internet Web site that is accessible to the public to
provide information in a consistent and accessible format concerning state
HIPAA implementation activities, timeframes for completing those activities,
HIPAA implementation requirements that have been met, and the
promulgation of federal regulations pertaining to HIPAA implementation.

SEC. 13. Section 130307 of the Health and Safety Code is repealed.
SEC. 14. Section 130309 of the Health and Safety Code is amended to

read:
130309. (a)  All state entities subject to HIPAA shall complete an

assessment, in a form specified by the office to determine the impact of
HIPAA on their operations.

(b)  All state entities shall cooperate with the office to determine whether
they are subject to HIPAA, including, but not limited to, providing a
completed assessment as prescribed by the office.

SEC. 15. Section 130310 of the Health and Safety Code is amended to
read:

130310. All state entities shall cooperate with the efforts of the office
to monitor HIPAA implementation and compliance activities and to obtain
information on those activities.

SEC. 16. Section 130312 of the Health and Safety Code is repealed.
SEC. 17. Section 130313 of the Health and Safety Code is amended to

read:
130313. To the extent that funds are appropriated in the annual Budget

Act, the office shall perform the following functions in order to comply
with HIPAA requirements:

(a)  Ongoing support of departmental HIPAA project management offices.
(b)  The development, revision, and issuance of HIPAA compliance

policies.
(c)  Modifications of programs in accordance with any revised policies.
(d)  Staff training on HIPAA compliance policies and programs.
(e)  Coordination and communication with other affected entities.
(f)  Evaluate, monitor, and report on HIPAA implementation and

compliance activities of state entities affected by HIPAA.
(g)  Consultation with appropriate stakeholders.
SEC. 18. Section 138.7 of the Labor Code, as amended by Section 80

of Chapter 46 of the Statutes of 2012, is amended to read:
138.7. (a)  Except as expressly permitted in subdivision (b), a person or

public or private entity not a party to a claim for workers’ compensation

95

— 18 —Ch. 30

 



benefits shall not obtain individually identifiable information obtained or
maintained by the division on that claim. For purposes of this section,
“individually identifiable information” means any data concerning an injury
or claim that is linked to a uniquely identifiable employee, employer, claims
administrator, or any other person or entity.

(b)  (1)  (A)  The administrative director, or a statistical agent designated
by the administrative director, may use individually identifiable information
for purposes of creating and maintaining the workers’ compensation
information system as specified in Section 138.6.

(B)  The administrative director may publish the identity of claims
administrators in the annual report disclosing the compliance rates of claims
administrators pursuant to subdivision (d) of Section 138.6.

(2)  (A)  The State Department of Public Health may use individually
identifiable information for purposes of establishing and maintaining a
program on occupational health and occupational disease prevention as
specified in Section 105175 of the Health and Safety Code.

(B)  (i)  The State Department of Health Care Services may use
individually identifiable information for purposes of seeking recovery of
Medi-Cal costs incurred by the state for treatment provided to injured
workers that should have been incurred by employers and insurance carriers
pursuant to Article 3.5 (commencing with Section 14124.70) of Chapter 7
of Part 3 of Division 9 of the Welfare and Institutions Code.

(ii)  The Department of Industrial Relations shall furnish individually
identifiable information to the State Department of Health Care Services,
and the State Department of Health Care Services may furnish the
information to its designated agent, provided that the individually identifiable
information shall not be disclosed for use other than the purposes described
in clause (i). The administrative director may adopt regulations solely for
the purpose of governing access by the State Department of Health Care
Services or its designated agents to the individually identifiable information
as defined in subdivision (a).

(3)  (A)  Individually identifiable information may be used by the Division
of Workers’ Compensation and the Division of Occupational Safety and
Health as necessary to carry out their duties. The administrative director
shall adopt regulations governing the access to the information described
in this subdivision by these divisions. Any regulations adopted pursuant to
this subdivision shall set forth the specific uses for which this information
may be obtained.

(B)  Individually identifiable information maintained in the workers’
compensation information system and the Division of Workers’
Compensation may be used by researchers employed by or under contract
to the Commission on Health and Safety and Workers’ Compensation as
necessary to carry out the commission’s research. The administrative director
shall adopt regulations governing the access to the information described
in this subdivision by commission researchers. These regulations shall set
forth the specific uses for which this information may be obtained and
include provisions guaranteeing the confidentiality of individually
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identifiable information. Individually identifiable information obtained
under this subdivision shall not be disclosed to commission members. No
individually identifiable information obtained by researchers under contract
to the commission pursuant to this subparagraph may be disclosed to any
other person or entity, public or private, for a use other than that research
project for which the information was obtained. Within a reasonable period
of time after the research for which the information was obtained has been
completed, the data collected shall be modified in a manner so that the
subjects cannot be identified, directly or through identifiers linked to the
subjects.

(4)  The administrative director shall adopt regulations allowing reasonable
access to individually identifiable information by other persons or public
or private entities for the purpose of bona fide statistical research. This
research shall not divulge individually identifiable information concerning
a particular employee, employer, claims administrator, or any other person
or entity. The regulations adopted pursuant to this paragraph shall include
provisions guaranteeing the confidentiality of individually identifiable
information. Within a reasonable period of time after the research for which
the information was obtained has been completed, the data collected shall
be modified in a manner so that the subjects cannot be identified, directly
or through identifiers linked to the subjects.

(5)  (A)  This section shall not operate to exempt from disclosure any
information that is considered to be a public record pursuant to the California
Public Records Act (Chapter 3.5 (commencing with Section 6250) of
Division 7 of Title 1 of the Government Code) contained in an individual’s
file once an application for adjudication has been filed pursuant to Section
5501.5.

(B)  Individually identifiable information shall not be provided to any
person or public or private entity who is not a party to the claim unless that
person identifies himself or herself or that public or private entity identifies
itself and states the reason for making the request. The administrative director
may require the person or public or private entity making the request to
produce information to verify that the name and address of the requester is
valid and correct. If the purpose of the request is related to preemployment
screening, the administrative director shall notify the person about whom
the information is requested that the information was provided and shall
include the following in 12-point type:

“IT MAY BE A VIOLATION OF FEDERAL AND STATE LAW TO
DISCRIMINATE AGAINST A JOB APPLICANT BECAUSE THE
APPLICANT HAS FILED A CLAIM FOR WORKERS’ COMPENSATION
BENEFITS.”

(C)  Any residence address is confidential and shall not be disclosed to
any person or public or private entity except to a party to the claim, a law
enforcement agency, an office of a district attorney, any person for a
journalistic purpose, or other governmental agency.
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(D)  This paragraph does not prohibit the use of individually identifiable
information for purposes of identifying bona fide lien claimants.

(c)  Except as provided in subdivision (b), individually identifiable
information obtained by the division is privileged and is not subject to
subpoena in a civil proceeding unless, after reasonable notice to the division
and a hearing, a court determines that the public interest and the intent of
this section will not be jeopardized by disclosure of the information. This
section shall not operate to restrict access to information by any law
enforcement agency or district attorney’s office or to limit admissibility of
that information in a criminal proceeding.

(d)  It is unlawful for any person who has received individually identifiable
information from the division pursuant to this section to provide that
information to any person who is not entitled to it under this section.

SEC. 19. Section 138.7 of the Labor Code, as amended by Section 81
of Chapter 46 of the Statutes of 2012, is repealed.

SEC. 20. Section 5848.5 of the Welfare and Institutions Code is amended
to read:

5848.5. (a)  The Legislature finds and declares all of the following:
(1)  California has realigned public community mental health services to

counties and it is imperative that sufficient community-based resources be
available to meet the mental health needs of eligible individuals.

(2)  Increasing access to effective outpatient and crisis stabilization
services provides an opportunity to reduce costs associated with expensive
inpatient and emergency room care and to better meet the needs of
individuals with mental health disorders in the least restrictive manner
possible.

(3)  Almost one-fifth of people with mental health disorders visit a hospital
emergency room at least once per year. If an adequate array of crisis services
is not available, it leaves an individual with little choice but to access an
emergency room for assistance and, potentially, an unnecessary inpatient
hospitalization.

(4)  Recent reports have called attention to a continuing problem of
inappropriate and unnecessary utilization of hospital emergency rooms in
California due to limited community-based services for individuals in
psychological distress and acute psychiatric crisis. Hospitals report that 70
percent of people taken to emergency rooms for psychiatric evaluation can
be stabilized and transferred to a less intensive level of crisis care. Law
enforcement personnel report that their personnel need to stay with people
in the emergency room waiting area until a placement is found, and that
less intensive levels of care tend not to be available.

(5)  Comprehensive public and private partnerships at both local and
regional levels, including across physical health services, mental health,
substance use disorder, law enforcement, social services, and related
supports, are necessary to develop and maintain high quality,
patient-centered, and cost-effective care for individuals with mental health
disorders that facilitates their recovery and leads towards wellness.

95

Ch. 30— 21 —

 



(6)  The recovery of individuals with mental health disorders is important
for all levels of government, business, and the local community.

(b)  This section shall be known, and may be cited, as the Investment in
Mental Health Wellness Act of 2013. The objectives of this section are to
do all of the following:

(1)  Expand access to early intervention and treatment services to improve
the client experience, achieve recovery and wellness, and reduce costs.

(2)  Expand the continuum of services to address crisis intervention, crisis
stabilization, and crisis residential treatment needs that are wellness,
resiliency, and recovery oriented.

(3)  Add at least 25 mobile crisis support teams and at least 2,000 crisis
stabilization and crisis residential treatment beds to bolster capacity at the
local level to improve access to mental health crisis services and address
unmet mental health care needs.

(4)  Add at least 600 triage personnel to provide intensive case
management and linkage to services for individuals with mental health care
disorders at various points of access, such as at designated community-based
service points, homeless shelters, and clinics.

(5)  Reduce unnecessary hospitalizations and inpatient days by
appropriately utilizing community-based services and improving access to
timely assistance.

(6)  Reduce recidivism and mitigate unnecessary expenditures of local
law enforcement.

(7)  Provide local communities with increased financial resources to
leverage additional public and private funding sources to achieve improved
networks of care for individuals with mental health disorders.

(8)  Provide a complete continuum of crisis services for children and
youth 21 years of age and under regardless of where they live in the state.
The funds included in the 2016 Budget Act for the purpose of developing
the continuum of mental health crisis services for children and youth 21
years of age and under shall be for the following objectives:

(A)  Provide a continuum of crisis services for children and youth 21
years of age and under regardless of where they live in the state.

(B)  Provide for early intervention and treatment services to improve the
client experience, achieve recovery and wellness, and reduce costs.

(C)  Expand the continuum of community-based services to address crisis
intervention, crisis stabilization, and crisis residential treatment needs that
are wellness-, resiliency-, and recovery-oriented.

(D)  Add at least 200 mobile crisis support teams.
(E)  Add at least 120 crisis stabilization services and beds and crisis

residential treatment beds to increase capacity at the local level to improve
access to mental health crisis services and address unmet mental health care
needs.

(F)  Add triage personnel to provide intensive case management and
linkage to services for individuals with mental health care disorders at
various points of access, such as at designated community-based service
points, homeless shelters, schools, and clinics.
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(G)  Expand family respite care to help families and sustain caregiver
health and well-being.

(H)  Expand family supportive training and related services designed to
help families participate in the planning process, access services, and
navigate programs.

(I)  Reduce unnecessary hospitalizations and inpatient days by
appropriately utilizing community-based services.

(J)  Reduce recidivism and mitigate unnecessary expenditures of local
law enforcement.

(K)  Provide local communities with increased financial resources to
leverage additional public and private funding sources to achieve improved
networks of care for children and youth 21 years of age and under with
mental health disorders.

(c)  Through appropriations provided in the annual Budget Act for this
purpose, it is the intent of the Legislature to authorize the California Health
Facilities Financing Authority, hereafter referred to as the authority, and
the Mental Health Services Oversight and Accountability Commission,
hereafter referred to as the commission, to administer competitive selection
processes as provided in this section for capital capacity and program
expansion to increase capacity for mobile crisis support, crisis intervention,
crisis stabilization services, crisis residential treatment, and specified
personnel resources.

(d)  Funds appropriated by the Legislature to the authority for purposes
of this section shall be made available to selected counties, or counties acting
jointly. The authority may, at its discretion, also give consideration to private
nonprofit corporations and public agencies in an area or region of the state
if a county, or counties acting jointly, affirmatively supports this designation
and collaboration in lieu of a county government directly receiving grant
funds.

(1)  Grant awards made by the authority shall be used to expand local
resources for the development, capital, equipment acquisition, and applicable
program startup or expansion costs to increase capacity for client assistance
and services in the following areas:

(A)  Crisis intervention, as authorized by Sections 14021.4, 14680, and
14684.

(B)  Crisis stabilization, as authorized by Sections 14021.4, 14680, and
14684.

(C)  Crisis residential treatment, as authorized by Sections 14021.4, 14680,
and 14684.

(D)  Rehabilitative mental health services, as authorized by Sections
14021.4, 14680, and 14684.

(E)  Mobile crisis support teams, including personnel and equipment,
such as the purchase of vehicles.

(2)  The authority shall develop selection criteria to expand local resources,
including those described in paragraph (1), and processes for awarding
grants after consulting with representatives and interested stakeholders from
the mental health community, including, but not limited to, the County
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Behavioral Health Directors Association of California, service providers,
consumer organizations, and other appropriate interests, such as health care
providers and law enforcement, as determined by the authority. The authority
shall ensure that grants result in cost-effective expansion of the number of
community-based crisis resources in regions and communities selected for
funding. The authority shall also take into account at least the following
criteria and factors when selecting recipients of grants and determining the
amount of grant awards:

(A)  Description of need, including, at a minimum, a comprehensive
description of the project, community need, population to be served, linkage
with other public systems of health and mental health care, linkage with
local law enforcement, social services, and related assistance, as applicable,
and a description of the request for funding.

(B)  Ability to serve the target population, which includes individuals
eligible for Medi-Cal and individuals eligible for county health and mental
health services.

(C)  Geographic areas or regions of the state to be eligible for grant
awards, which may include rural, suburban, and urban areas, and may include
use of the five regional designations utilized by the County Behavioral
Health Directors Association of California.

(D)  Level of community engagement and commitment to project
completion.

(E)  Financial support that, in addition to a grant that may be awarded by
the authority, will be sufficient to complete and operate the project for which
the grant from the authority is awarded.

(F)  Ability to provide additional funding support to the project, including
public or private funding, federal tax credits and grants, foundation support,
and other collaborative efforts.

(G)  Memorandum of understanding among project partners, if applicable.
(H)  Information regarding the legal status of the collaborating partners,

if applicable.
(I)  Ability to measure key outcomes, including improved access to

services, health and mental health outcomes, and cost benefit of the project.
(3)  The authority shall determine maximum grants awards, which shall

take into consideration the number of projects awarded to the grantee, as
described in paragraph (1), and shall reflect reasonable costs for the project
and geographic region. The authority may allocate a grant in increments
contingent upon the phases of a project.

(4)  Funds awarded by the authority pursuant to this section may be used
to supplement, but not to supplant, existing financial and resource
commitments of the grantee or any other member of a collaborative effort
that has been awarded a grant.

(5)  All projects that are awarded grants by the authority shall be
completed within a reasonable period of time, to be determined by the
authority. Funds shall not be released by the authority until the applicant
demonstrates project readiness to the authority’s satisfaction. If the authority
determines that a grant recipient has failed to complete the project under
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the terms specified in awarding the grant, the authority may require remedies,
including the return of all or a portion of the grant.

(6)  A grantee that receives a grant from the authority under this section
shall commit to using that capital capacity and program expansion project,
such as the mobile crisis team, crisis stabilization unit, or crisis residential
treatment program, for the duration of the expected life of the project.

(7)  The authority may consult with a technical assistance entity, as
described in paragraph (5) of subdivision (a) of Section 4061, for purposes
of implementing this section.

(8)  The authority may adopt emergency regulations relating to the grants
for the capital capacity and program expansion projects described in this
section, including emergency regulations that define eligible costs and
determine minimum and maximum grant amounts.

(9)  The authority shall provide reports to the fiscal and policy committees
of the Legislature on or before May 1, 2014, and on or before May 1, 2015,
on the progress of implementation, that include, but are not limited to, the
following:

(A)  A description of each project awarded funding.
(B)  The amount of each grant issued.
(C)  A description of other sources of funding for each project.
(D)  The total amount of grants issued.
(E)  A description of project operation and implementation, including

who is being served.
(10)  A recipient of a grant provided pursuant to paragraph (1) shall adhere

to all applicable laws relating to scope of practice, licensure, certification,
staffing, and building codes.

(e)  Of the funds specified in paragraph (8) of subdivision (b), it is the
intent of the Legislature to authorize the authority and the commission to
administer competitive selection processes as provided in this section for
capital capacity and program expansion to increase capacity for mobile
crisis support, crisis intervention, crisis stabilization services, crisis
residential treatment, family respite care, family supportive training and
related services, and triage personnel resources for children and youth 21
years of age and under.

(f)  Funds appropriated by the Legislature to the authority to address crisis
services for children and youth 21 years of age and under for the purposes
of this section shall be made available to selected counties or counties acting
jointly. The authority may, at its discretion, also give consideration to private
nonprofit corporations and public agencies in an area or region of the state
if a county, or counties acting jointly, affirmatively support this designation
and collaboration in lieu of a county government directly receiving grant
funds.

(1)  Grant awards made by the authority shall be used to expand local
resources for the development, capital, equipment acquisition, and applicable
program startup or expansion costs to increase capacity for client assistance
and crisis services for children and youth 21 years of age and under in the
following areas:
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(A)  Crisis intervention, as authorized by Sections 14021.4, 14680, and
14684.

(B)  Crisis stabilization, as authorized by Sections 14021.4, 14680, and
14684.

(C)  Crisis residential treatment, as authorized by Sections 14021.4, 14680,
and 14684.

(D)  Mobile crisis support teams, including the purchase of equipment
and vehicles.

(E)  Family respite care.
(2)  The authority shall develop selection criteria to expand local resources,

including those described in paragraph (1), and processes for awarding
grants after consulting with representatives and interested stakeholders from
the mental health community, including, but not limited to, county mental
health directors, service providers, consumer organizations, and other
appropriate interests, such as health care providers and law enforcement,
as determined by the authority. The authority shall ensure that grants result
in cost-effective expansion of the number of community-based crisis
resources in regions and communities selected for funding. The authority
shall also take into account at least the following criteria and factors when
selecting recipients of grants and determining the amount of grant awards:

(A)  Description of need, including, at a minimum, a comprehensive
description of the project, community need, population to be served, linkage
with other public systems of health and mental health care, linkage with
local law enforcement, social services, and related assistance, as applicable,
and a description of the request for funding.

(B)  Ability to serve the target population, which includes individuals
eligible for Medi-Cal and individuals eligible for county health and mental
health services.

(C)  Geographic areas or regions of the state to be eligible for grant
awards, which may include rural, suburban, and urban areas, and may include
use of the five regional designations utilized by the California Behavioral
Health Directors Association.

(D)  Level of community engagement and commitment to project
completion.

(E)  Financial support that, in addition to a grant that may be awarded by
the authority, will be sufficient to complete and operate the project for which
the grant from the authority is awarded.

(F)  Ability to provide additional funding support to the project, including
public or private funding, federal tax credits and grants, foundation support,
and other collaborative efforts.

(G)  Memorandum of understanding among project partners, if applicable.
(H)  Information regarding the legal status of the collaborating partners,

if applicable.
(I)  Ability to measure key outcomes, including utilization of services,

health and mental health outcomes, and cost benefit of the project.
(3)  The authority shall determine maximum grant awards, which shall

take into consideration the number of projects awarded to the grantee, as
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described in paragraph (1), and shall reflect reasonable costs for the project,
geographic region, and target ages. The authority may allocate a grant in
increments contingent upon the phases of a project.

(4)  Funds awarded by the authority pursuant to this section may be used
to supplement, but not to supplant, existing financial and resource
commitments of the grantee or any other member of a collaborative effort
that has been awarded a grant.

(5)  All projects that are awarded grants by the authority shall be
completed within a reasonable period of time, to be determined by the
authority. Funds shall not be released by the authority until the applicant
demonstrates project readiness to the authority’s satisfaction. If the authority
determines that a grant recipient has failed to complete the project under
the terms specified in awarding the grant, the authority may require remedies,
including the return of all, or a portion, of the grant.

(6)  A grantee that receives a grant from the authority under this section
shall commit to using that capital capacity and program expansion project,
such as the mobile crisis team, crisis stabilization unit, family respite care,
or crisis residential treatment program, for the duration of the expected life
of the project.

(7)  The authority may consult with a technical assistance entity, as
described in paragraph (5) of subdivision (a) of Section 4061, for the
purposes of implementing this section.

(8)  The authority may adopt emergency regulations relating to the grants
for the capital capacity and program expansion projects described in this
section, including emergency regulations that define eligible costs and
determine minimum and maximum grant amounts.

(9)  The authority shall provide reports to the fiscal and policy committees
of the Legislature on or before January 10, 2018, and annually thereafter,
on the progress of implementation, that include, but are not limited to, the
following:

(A)  A description of each project awarded funding.
(B)  The amount of each grant issued.
(C)  A description of other sources of funding for each project.
(D)  The total amount of grants issued.
(E)  A description of project operation and implementation, including

who is being served.
(10)  A recipient of a grant provided pursuant to paragraph (1) shall adhere

to all applicable laws relating to scope of practice, licensure, certification,
staffing, and building codes.

(g)  Funds appropriated by the Legislature to the commission for purposes
of this section shall be allocated for triage personnel to provide intensive
case management and linkage to services for individuals with mental health
disorders at various points of access. These funds shall be made available
to selected counties, counties acting jointly, or city mental health
departments, as determined by the commission through a selection process.
It is the intent of the Legislature for these funds to be allocated in an efficient
manner to encourage early intervention and receipt of needed services for
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individuals with mental health disorders, and to assist in navigating the local
service sector to improve efficiencies and the delivery of services.

(1)  Triage personnel may provide targeted case management services
face to face, by telephone, or by telehealth with the individual in need of
assistance or his or her significant support person, and may be provided
anywhere in the community. These service activities may include, but are
not limited to, the following:

(A)  Communication, coordination, and referral.
(B)  Monitoring service delivery to ensure the individual accesses and

receives services.
(C)  Monitoring the individual’s progress.
(D)  Providing placement service assistance and service plan development.
(2)  The commission shall take into account at least the following criteria

and factors when selecting recipients and determining the amount of grant
awards for triage personnel as follows:

(A)  Description of need, including potential gaps in local service
connections.

(B)  Description of funding request, including personnel and use of peer
support.

(C)  Description of how triage personnel will be used to facilitate linkage
and access to services, including objectives and anticipated outcomes.

(D)  Ability to obtain federal Medicaid reimbursement, when applicable.
(E)  Ability to administer an effective service program and the degree to

which local agencies and service providers will support and collaborate
with the triage personnel effort.

(F)  Geographic areas or regions of the state to be eligible for grant awards,
which shall include rural, suburban, and urban areas, and may include use
of the five regional designations utilized by the County Behavioral Health
Directors Association of California.

(3)  The commission shall determine maximum grant awards, and shall
take into consideration the level of need, population to be served, and related
criteria, as described in paragraph (2), and shall reflect reasonable costs.

(4)  Funds awarded by the commission for purposes of this section may
be used to supplement, but not supplant, existing financial and resource
commitments of the county, counties acting jointly, or city mental health
department that received the grant.

(5)  Notwithstanding any other law, a county, counties acting jointly, or
city mental health department that receives an award of funds for the purpose
of supporting triage personnel pursuant to this subdivision is not required
to provide a matching contribution of local funds.

(6)  Notwithstanding any other law, the commission, without taking any
further regulatory action, may implement, interpret, or make specific this
section by means of informational letters, bulletins, or similar instructions.

(7)  The commission shall provide a status report to the fiscal and policy
committees of the Legislature on the progress of implementation no later
than March 1, 2014.

95

— 28 —Ch. 30

 



(h)  Funds appropriated by the Legislature to the commission pursuant
to paragraph (8) of subdivision (b) for the purposes of addressing children’s
crisis services shall be allocated to support triage personnel and family
supportive training and related services. These funds shall be made available
to selected counties, counties acting jointly, or city mental health
departments, as determined by the commission through a selection process.
The commission may, at its discretion, also give consideration to private
nonprofit corporations and public agencies in an area or region of the state
if a county, or counties acting jointly, affirmatively supports this designation
and collaboration in lieu of a county government directly receiving grant
funds.

(1)  These funds may provide for a range of crisis-related services for a
child in need of assistance, or his or her parent, guardian, or caregiver. These
service activities may include, but are not limited to, the following:

(A)  Intensive coordination of care and services.
(B)  Communication, coordination, and referral.
(C)  Monitoring service delivery to the child or youth.
(D)  Monitoring the child’s progress.
(E)  Providing placement service assistance and service plan development.
(F)  Crisis or safety planning.
(2)  The commission shall take into account at least the following criteria

and factors when selecting recipients and determining the amount of grant
awards for these funds, as follows:

(A)  Description of need, including potential gaps in local service
connections.

(B)  Description of funding request, including personnel.
(C)  Description of how personnel and other services will be used to

facilitate linkage and access to services, including objectives and anticipated
outcomes.

(D)  Ability to obtain federal Medicaid reimbursement, when applicable.
(E)  Ability to provide a matching contribution of local funds.
(F)  Ability to administer an effective service program and the degree to

which local agencies and service providers will support and collaborate
with the triage personnel effort.

(G)  Geographic areas or regions of the state to be eligible for grant
awards, which shall include rural, suburban, and urban areas, and may
include use of the five regional designations utilized by the County
Behavioral Health Directors Association of California.

(3)  The commission shall determine maximum grant awards, and shall
take into consideration the level of need, population to be served, and related
criteria, as described in paragraph (2), and shall reflect reasonable costs.

(4)  Funds awarded by the commission for purposes of this section may
be used to supplement, but not supplant, existing financial and resource
commitments of the county, counties acting jointly, or a city mental health
department that received the grant.

(5)  Notwithstanding any other law, a county, counties acting jointly, or
a city mental health department that receives an award of funds for the
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purpose of this section is not required to provide a matching contribution
of local funds.

(6)  Notwithstanding any other law, the commission, without taking any
further regulatory action, may implement, interpret, or make specific this
section by means of informational letters, bulletins, or similar instructions.

(7)  The commission may waive requirements in this section for counties
with a population of 100,000 or less, if the commission determines it is in
the best interest of the state and meets the intent of the law.

(8)  The commission shall provide a status report to the fiscal and policy
committees of the Legislature on the progress of implementation no later
than January 10, 2018, and annually thereafter.

SEC. 21. Section 10752 of the Welfare and Institutions Code is amended
to read:

10752. The department shall, by March 1, 2017, in coordination with
the Department of Finance, notify the Legislature of the fiscal impact on
the Medi-Cal program resulting from, and the planned reimbursement
methodology for emergency medical air transportation services after, the
termination of penalty assessments pursuant to subdivision (f) of Section
76000.10 of the Government Code on January 1, 2018.

SEC. 22. Section 14009.5 of the Welfare and Institutions Code is
amended to read:

14009.5. (a)  It is the intent of the Legislature, with the amendments
made to this section by the act that added subdivision (g), to do all of the
following:

(1)  Limit Medi-Cal estate recovery only for those services required to
be collected under federal law.

(2)  Limit the definition of “estate” to include only the real and personal
property and other assets required to be collected under federal law.

(3)  Require the State Department of Health Care Services to implement
the option in the State Medicaid Manual to waive its claim, as a substantial
hardship, when the estate subject to recovery is a homestead of modest
value, subject to federal approval.

(4)  Prohibit recovery from the estate of a deceased Medi-Cal member
who is survived by a spouse or registered domestic partner.

(5)  Ensure that Medi-Cal members can easily and timely receive
information about how much their estate may owe Medi-Cal when they die.

(b)  Notwithstanding any other provision of this chapter, the department
shall claim against the estate of the decedent, or against any recipient of the
property of that decedent by distribution, an amount equal to the payments
for the health care services received or the value of the property received
by any recipient from the decedent by distribution, whichever is less, only
in either of the following circumstances:

(1)  Against the real property of a Medi-Cal member of any age who
meets the criteria in Section 1396p(a)(1)(B) of Title 42 of the United States
Code and who was or is an inpatient in a nursing facility in accordance with
Section 1396p(b)(1)(A) of Title 42 of the United States Code.
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(2)  (A)  The decedent was 55 years of age or older when the individual
received health care services.

(B)  The department shall not claim under this paragraph when there is
any of the following:

(i)  A surviving spouse or surviving registered domestic partner.
(ii)  A surviving child who is under 21 years of age.
(iii)  A surviving child who is blind or disabled, within the meaning of

Section 1614 of the federal Social Security Act (42 U.S.C. Sec. 1382c).
(c)  (1)  The department shall waive its claim, in whole or in part, if it

determines that enforcement of the claim would result in substantial hardship
to other dependents, heirs, or survivors of the individual against whose
estate the claim exists.

(2)  In determining the existence of substantial hardship, in addition to
other factors considered by the department consistent with federal law and
guidance, the department shall, subject to federal approval, waive its claim
when the estate subject to recovery is a homestead of modest value.

(3)  The department shall notify individuals of the waiver provision and
the opportunity for a hearing to establish that a waiver should be granted.

(d)  If the department proposes and accepts a voluntary postdeath lien,
the voluntary postdeath lien shall accrue interest at the rate equal to the
annual average rate earned on investments in the Surplus Money Investment
Fund in the calendar year preceding the year in which the decedent died or
simple interest at 7 percent per annum, whichever is lower.

(e)  (1)  The department shall provide a current or former member, or his
or her authorized representative designated under Section 14014.5, upon
request, a copy of the amount of Medi-Cal expenses that may be recoverable
under this section through the date of the request. The information may be
requested once per calendar year for a fee to cover the department’s
reasonable administrative costs, not to exceed five dollars ($5) if the current
or former member meets either of the following descriptions:

(A)  An individual who is 55 years of age or older when the individual
received health care services.

(B)  A permanently institutionalized individual who is an inpatient in a
nursing facility, intermediate care facility for the intellectually disabled, or
other medical institution.

(2)  The department shall permit a member to request the information
described in paragraph (1) through the Internet, by telephone, by mail, or
through other commonly available electronic means. Upon receipt of the
request for information described in paragraph (1), the department shall
work with the member to ensure that the member submits documentation
necessary to identify the individual and process the member’s request.

(3)  The department shall conspicuously post on its Internet Web site a
description of the methods by which a request under this subdivision may
be made, including, but not limited to, the department’s telephone number
and any addresses that may be used for this purpose. The department shall
also include this information in its pamphlet for the Medi-Cal Estate
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Recovery Program and any other notices the department distributes to
members specifically regarding estate recovery.

(4)  Upon receiving a request for the information described in paragraph
(1) and all necessary supporting documentation, the department shall provide
the information requested within 90 days after receipt of the request.

(f)  The following definitions shall govern the construction of this section:
(1)  “Decedent” means a member who has received health care under this

chapter or Chapter 8 (commencing with Section 14200) and who has died
leaving property to others through distribution.

(2)  “Dependents” includes, but is not limited to, immediate family or
blood relatives of the decedent.

(3)  “Estate” means all real and personal property and other assets in the
individual’s probate estate that are required to be subject to a claim for
recovery pursuant to Section 1396p(b)(4)(A) of Title 42 of the United States
Code.

(4)  “Health care services” means only those services required to be
recovered under Section 1396p(b)(1)(B)(i) of Title 42 of the United States
Code.

(5)  “Homestead of modest value” means a home whose fair market value
is 50 percent or less of the average price of homes in the county where the
homestead is located, as of the date of the decedent’s death.

(g)  The amendments made to this section by the act that added this
subdivision shall apply only to individuals who die on or after January 1,
2017.

SEC. 23. Section 14046.7 of the Welfare and Institutions Code is
amended to read:

14046.7. (a)  General Fund moneys shall not be used for the purposes
of this article.

(b)  Notwithstanding subdivision (a), no more than four hundred
twenty-five thousand dollars ($425,000) from the General Fund may be
used annually for state administrative costs associated with implementing
this article.

SEC. 24. Section 14105.436 of the Welfare and Institutions Code is
amended to read:

14105.436. (a)  Effective July 1, 2002, all pharmaceutical manufacturers
shall provide to the department a state rebate, in addition to rebates pursuant
to other provisions of state or federal law, for any drug products that have
been added to the Medi-Cal list of contract drugs pursuant to Section
14105.43 or 14133.2 and reimbursed through the Medi-Cal outpatient
fee-for-service drug program. The state rebate shall be negotiated as
necessary between the department and the pharmaceutical manufacturer.
The negotiations shall take into account offers such as rebates, discounts,
disease management programs, and other cost savings offerings and shall
be retroactive to July 1, 2002.

(b)  The department may use existing administrative mechanisms for any
drug for which the department does not obtain a rebate pursuant to
subdivision (a). The department may only use those mechanisms in the
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event that, by February 1, 2003, the manufacturer refuses to provide the
additional rebate. This subdivision shall become inoperative on January 1,
2010.

(c)  For purposes of this section, “Medi-Cal utilization data” means the
data used by the department to reimburse providers under all programs that
qualify for federal drug rebates pursuant to Section 1927 of the federal
Social Security Act (42 U.S.C. Sec. 1396r-8) or that otherwise qualify for
federal funds under Title XIX of the federal Social Security Act (42 U.S.C.
Sec. 1396 et seq.) pursuant to the Medicaid state plan or waivers. Medi-Cal
utilization data excludes data from covered entities identified in Section
256b(a)(4) of Title 42 of the United States Code in accordance with Sections
256b(a)(5)(A) and 1396r-8(a)(5)(C) of Title 42 of the United States Code,
and those capitated plans that include a prescription drug benefit in the
capitated rate and that have negotiated contracts for rebates or discounts
with manufacturers.

(d)  Upon implementation of paragraphs (4) and (5) of subdivision (b) of
Section 14105.33 for drugs pursuant to this section, subdivisions (a) and
(c) shall become inoperative and “utilization data” shall be described
pursuant to subdivision (b) of Section 14105.33. The department shall post
on its Internet Web site a notice that it has implemented paragraphs (4) and
(5) of subdivision (b) of Section 14105.33 for drugs pursuant to this section.

(e)  Effective July 1, 2009, all pharmaceutical manufacturers shall provide
to the department a state rebate, in addition to rebates pursuant to other
provisions of state or federal law, equal to an amount not less than 10 percent
of the average manufacturer price based on Medi-Cal utilization data for
any drug products that have been added to the Medi-Cal list of contract
drugs pursuant to Section 14105.43 or 14133.2.

(f)  Pharmaceutical manufacturers shall, by January 1, 2010, enter into a
supplemental rebate agreement for the rebate required in subdivision (e) for
drug products added to the Medi-Cal list of contract drugs on or before
December 31, 2009.

(g)  Effective January 1, 2010, all pharmaceutical manufacturers who
have not entered into a supplemental rebate agreement pursuant to
subdivisions (e) and (f) shall provide to the department a state rebate, in
addition to rebates pursuant to other provisions of state or federal law, equal
to an amount not less than 20 percent of the average manufacturer price
based on Medi-Cal utilization data for any drug products that have been
added to the Medi-Cal list of contract drugs pursuant to Section 14105.43
or 14133.2 prior to January 1, 2010. If the pharmaceutical manufacturer
does not enter into a supplemental rebate agreement by March 1, 2010, the
manufacturer’s drug product shall be made available only through an
approved treatment authorization request pursuant to subdivision (i).

(h)  For a drug product added to the Medi-Cal list of contract drugs
pursuant to Section 14105.43 or 14133.2 on or after January 1, 2010, a
pharmaceutical manufacturer shall provide to the department a state rebate
pursuant to subdivision (e). If the pharmaceutical manufacturer does not
enter into a supplemental rebate agreement within 60 days after the addition
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of the drug to the Medi-Cal list of contract drugs, the manufacturer shall
provide to the department a state rebate equal to not less than 20 percent of
the average manufacturers price based on Medi-Cal utilization data for any
drug products that have been added to the Medi-Cal list of contract drugs
pursuant to Section 14105.43 or 14133.2. If the pharmaceutical manufacturer
does not enter into a supplemental rebate agreement within 120 days after
the addition of the drug to the Medi-Cal list of contract drugs, the
pharmaceutical manufacturer’s drug product shall be made available only
through an approved treatment authorization request pursuant to subdivision
(i). For supplemental rebate agreements executed more than 120 days after
the addition of the drug product to the Medi-Cal list of contract drugs, the
state rebate shall equal an amount not less than 20 percent of the average
manufacturers price based on Medi-Cal utilization data for any drug products
that have been added to the Medi-Cal list of contract drugs pursuant to
Section 14105.43 or 14133.2.

(i)  Notwithstanding any other law, drug products added to the Medi-Cal
list of contract drugs pursuant to Section 14105.43 or 14133.2 of
manufacturers who do not execute an agreement to pay additional rebates
pursuant to this section shall be available only through an approved treatment
authorization request.

(j)  For drug products added on or before December 31, 2009, a beneficiary
may obtain a drug product that requires a treatment authorization request
pursuant to subdivision (i) if the beneficiary qualifies for continuing care
status. To be eligible for continuing care status, a beneficiary must be taking
the drug product and the department must have record of a reimbursed claim
for the drug product with a date of service that is within 100 days prior to
the date the drug product was placed on treatment authorization request
status. A beneficiary may remain eligible for continuing care status, provided
that a claim is submitted for the drug product in question at least every 100
days and the date of service of the claim is within 100 days of the date of
service of the last claim submitted for the same drug product.

(k)  Changes made to the Medi-Cal list of contract drugs under this section
shall be exempt from the requirements of the Administrative Procedure Act
(Chapter 3.5 (commencing with Section 11340), Chapter 4 (commencing
with Section 11370), and Chapter 5 (commencing with Section 11500) of
Part 1 of Division 3 of Title 2 of the Government Code), and shall not be
subject to the review and approval of the Office of Administrative Law.

SEC. 25. Section 14105.45 of the Welfare and Institutions Code is
amended to read:

14105.45. (a)  For purposes of this section, the following definitions
shall apply:

(1)  “Average acquisition cost” means the average weighted cost
determined by the department to represent the actual acquisition cost paid
for drugs by Medi-Cal pharmacy providers, including those that provide
specialty drugs. The average acquisition cost shall not be considered
confidential and shall be subject to disclosure pursuant to the California
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Public Records Act (Chapter 3.5 (commencing with Section 6250) of
Division 7 of Title 1 of the Government Code).

(2)  “Average manufacturers price” means the price reported to the
department by the federal Centers for Medicare and Medicaid Services
pursuant to Section 1927 of the Social Security Act (42 U.S.C. Sec. 1396r-8).

(3)  “Average wholesale price” means the price for a drug product listed
as the average wholesale price in the department’s primary price reference
source.

(4)  “Estimated acquisition cost” means the department’s best estimate
of the price generally and currently paid by providers for a drug product
sold by a particular manufacturer or principal labeler in a standard package.

(5)  “Federal upper limit” means the maximum per unit reimbursement
when established by the federal Centers for Medicare and Medicaid Services.

(6)  “Generically equivalent drugs” means drug products with the same
active chemical ingredients of the same strength and dosage form, and of
the same generic drug name, as determined by the United States Adopted
Names (USAN) and accepted by the federal Food and Drug Administration
(FDA), as those drug products having the same chemical ingredients.

(7)  “Legend drug” means any drug whose labeling states “Caution:
Federal law prohibits dispensing without prescription,” “Rx only,” or words
of similar import.

(8)  “Maximum allowable ingredient cost” (MAIC) means the maximum
amount the department will reimburse Medi-Cal pharmacy providers for
generically equivalent drugs.

(9)  “Innovator multiple source drug,” “noninnovator multiple source
drug,” and “single source drug” have the same meaning as those terms are
defined in Section 1396r-8(k)(7) of Title 42 of the United States Code.

(10)  “Nonlegend drug” means any drug whose labeling does not contain
the statement referenced in paragraph (7).

(11)  “Pharmacy warehouse,” as defined in Section 4163 of the Business
and Professions Code, means a physical location licensed as a wholesaler
for prescription drugs that acts as a central warehouse and performs
intracompany sales or transfers of those drugs to a group of pharmacies
under common ownership and control.

(12)  “Professional dispensing fee” has the same meaning as that term is
defined in Section 447.502 of Title 42 of the Code of Federal Regulations.

(13)  “Specialty drugs” means drugs determined by the department
pursuant to subdivision (f) of Section 14105.3 to generally require special
handling, complex dosing regimens, specialized self-administration at home
by a beneficiary or caregiver, or specialized nursing facility services, or
may include extended patient education, counseling, monitoring, or clinical
support.

(14)  “Volume weighted average” means the aggregated average volume
for a group of legend or nonlegend drugs, weighted by each drug’s
percentage of the group’s total volume in the Medi-Cal fee-for-service
program during the previous six months. For purposes of this paragraph,
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volume is based on the standard billing unit used for the legend or nonlegend
drugs.

(15)  “Wholesaler” means a drug wholesaler that is engaged in wholesale
distribution of prescription drugs to retail pharmacies in California.

(16)  “Wholesaler acquisition cost” means the price for a drug product
listed as the wholesaler acquisition cost in the department’s primary price
reference source.

(b)  (1)  Reimbursement to Medi-Cal pharmacy providers for legend and
nonlegend drugs shall not exceed the lowest of either of the following:

(A)  The estimated acquisition cost of the drug plus a professional
dispensing fee.

(B)  The pharmacy’s usual and customary charge as defined in Section
14105.455.

(2)  (A)  Until April 1, 2017, the professional dispensing fee shall be
seven dollars and twenty-five cents ($7.25) per dispensed prescription, and
the professional dispensing fee for legend drugs dispensed to a beneficiary
residing in a skilled nursing facility or intermediate care facility shall be
eight dollars ($8) per dispensed prescription. For purposes of this paragraph,
“skilled nursing facility” and “intermediate care facility” have the same
meaning as those terms are defined in Division 5 (commencing with Section
70001) of Title 22 of the California Code of Regulations.

(B)  Commencing April 1, 2017, the department shall implement a new
professional dispensing fee or fees.

(i)  When establishing the new professional dispensing fee or fees, the
department shall establish the professional dispensing fee or fees consistent
with subsection (d) of Section 447.518 of Title 42 of the Code of Federal
Regulations.

(ii)  The department shall consult with interested parties and appropriate
stakeholders in implementing this subparagraph.

(C)  If the department determines that a change in the amount of a
professional dispensing fee is necessary pursuant to this section in order to
meet federal Medicaid requirements, the department shall establish the new
professional dispensing fee through the state budget process.

(3)  The department shall establish the estimated acquisition cost of legend
and nonlegend drugs as follows:

(A)  For single source and innovator multiple source drugs, the estimated
acquisition cost shall be equal to the lowest of the average wholesale price
minus 17 percent, the average acquisition cost, the federal upper limit, or
the MAIC.

(B)  For noninnovator multiple source drugs, the estimated acquisition
cost shall be equal to the lowest of the average wholesale price minus 17
percent, the average acquisition cost, the federal upper limit, or the MAIC.

(C)  Average wholesale price shall not be used to establish the estimated
acquisition cost once the department has determined that the average
acquisition cost methodology has been fully implemented.

(4)  For purposes of paragraph (3), the department shall establish a list
of MAICs for generically equivalent drugs, which shall be published in
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pharmacy provider bulletins and manuals. The department shall establish
a MAIC only when three or more generically equivalent drugs are available
for purchase and dispensing by retail pharmacies in California. The
department shall update the list of MAICs and establish additional MAICs
in accordance with all of the following:

(A)  The department shall base the MAIC on the mean of the average
manufacturer’s price of drugs generically equivalent to the particular
innovator drug plus a percent markup determined by the department to be
necessary for the MAIC to represent the average purchase price paid by
retail pharmacies in California.

(B)  If average manufacturer prices are unavailable, the department shall
establish the MAIC in one of the following ways:

(i)  Based on the volume weighted average of wholesaler acquisition costs
of drugs generically equivalent to the particular innovator drug plus a percent
markup determined by the department to be necessary for the MAIC to
represent the average purchase price paid by retail pharmacies in California.

(ii)  Pursuant to a contract with a vendor for the purpose of surveying
drug price information, collecting data, and calculating a proposed MAIC.

(iii)  Based on the volume weighted average acquisition cost of drugs
generically equivalent to the particular innovator drug adjusted by the
department to represent the average purchase price paid by Medi-Cal
pharmacy providers.

(C)  The department shall update MAICs at least every three months and
notify Medi-Cal providers at least 30 days prior to the effective date of a
MAIC.

(D)  The department shall establish a process for providers to seek a
change to a specific MAIC when the providers believe the MAIC does not
reflect current available market prices. If the department determines a MAIC
change is warranted, the department may update a specific MAIC prior to
notifying providers.

(E)  In determining the average purchase price, the department shall
consider the provider-related costs of the products that include, but are not
limited to, shipping, handling, storage, and delivery. Costs of the provider
that are included in the costs of the dispensing shall not be used to determine
the average purchase price.

(5)  (A)  The department may establish the average acquisition cost in
one of the following ways:

(i)  Based on the volume weighted average acquisition cost adjusted by
the department to ensure that the average acquisition cost represents the
average purchase price paid by retail pharmacies in California.

(ii)  Based on the proposed average acquisition cost as calculated by the
vendor pursuant to subparagraph (B).

(iii)  Based on a national pricing benchmark obtained from the federal
Centers for Medicare and Medicaid Services or on a similar benchmark
listed in the department’s primary price reference source adjusted by the
department to ensure that the average acquisition cost represents the average
purchase price paid by retail pharmacies in California.
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(B)  For the purposes of paragraph (3), the department may contract with
a vendor for the purposes of surveying drug price information, collecting
data from providers, wholesalers, or drug manufacturers, and calculating a
proposed average acquisition cost.

(C)  (i)  Medi-Cal pharmacy providers shall submit drug price information
to the department or a vendor designated by the department for the purposes
of establishing the average acquisition cost. The information submitted by
pharmacy providers shall include, but not be limited to, invoice prices and
all discounts, rebates, and refunds known to the provider that would apply
to the acquisition cost of the drug products purchased during the calendar
quarter. Pharmacy warehouses shall be exempt from the survey process,
but shall provide drug cost information upon audit by the department for
the purposes of validating individual pharmacy provider acquisition costs.

(ii)  Pharmacy providers that fail to submit drug price information to the
department or the vendor as required by this subparagraph shall receive
notice that if they do not provide the required information within five
working days, they shall be subject to suspension under subdivisions (a)
and (c) of Section 14123.

(D)  (i)  For new drugs or new formulations of existing drugs, if drug
price information is unavailable pursuant to clause (i) of subparagraph (C),
drug manufacturers and wholesalers shall submit drug price information to
the department or a vendor designated by the department for the purposes
of establishing the average acquisition cost. Drug price information shall
include, but not be limited to, net unit sales of a drug product sold to retail
pharmacies in California divided by the total number of units of the drug
sold by the manufacturer or wholesaler in a specified period of time
determined by the department.

(ii)  Drug products from manufacturers and wholesalers that fail to submit
drug price information to the department or the vendor as required by this
subparagraph shall not be a reimbursable benefit of the Medi-Cal program
for those manufacturers and wholesalers until the department has established
the average acquisition cost for those drug products.

(E)  Drug pricing information provided to the department or a vendor
designated by the department for the purposes of establishing the average
acquisition cost pursuant to this section shall be confidential and shall be
exempt from disclosure under the California Public Records Act (Chapter
3.5 (commencing with Section 6250) of Division 7 of Title 1 of the
Government Code).

(F)  Prior to the implementation of an average acquisition cost
methodology, the department shall collect data through a survey of pharmacy
providers for purposes of establishing a professional dispensing fee or fees
in compliance with federal Medicaid requirements.

(i)  The department shall seek stakeholder input on the retail pharmacy
factors and elements used for the pharmacy survey relative to both average
acquisition costs and professional dispensing costs.

(ii)  For drug products provided by pharmacy providers pursuant to
subdivision (f) of Section 14105.3, a differential professional fee or payment
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for services to provide specialized care may be considered as part of the
contracts established pursuant to that section.

(G)  When the department implements the average acquisition cost
methodology, the department shall update the Medi-Cal claims processing
system to reflect the average acquisition cost of drugs not later than 30 days
after the department has established average acquisition cost pursuant to
subparagraph (A).

(H)  Notwithstanding any other law, if the department implements average
acquisition cost pursuant to clause (i) or (ii) of subparagraph (A), the
department shall update actual acquisition costs at least every three months
and notify Medi-Cal providers at least 30 days prior to the effective date of
any change in an actual acquisition cost.

(I)  The department shall establish a process for providers to seek a change
to a specific average acquisition cost when the providers believe the average
acquisition cost does not reflect current available market prices. If the
department determines an average acquisition cost change is warranted, the
department may update a specific average acquisition cost prior to notifying
providers.

(c)  The director shall implement this section in a manner that is consistent
with federal Medicaid law and regulations. The director shall seek any
necessary federal approvals for the implementation of this section. This
section shall be implemented only to the extent that federal approval is
obtained.

(d)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, the department may
implement, interpret, or make specific this section by means of a provider
bulletin or notice, policy letter, or other similar instructions, without taking
regulatory action.

(e)  The department may enter into contracts with a vendor for the
purposes of implementing this section on a bid or nonbid basis. In order to
achieve maximum cost savings, the Legislature declares that an expedited
process for contracts under this section is necessary. Therefore, contracts
entered into to implement this section, and all contract amendments and
change orders, shall be exempt from Chapter 2 (commencing with Section
10290) of Part 2 of Division 2 of the Public Contract Code.

(f)  (1)  The rates provided for in this section shall be implemented only
if the director determines that the rates will comply with applicable federal
Medicaid requirements and that federal financial participation will be
available.

(2)  In determining whether federal financial participation is available,
the director shall determine whether the rates comply with applicable federal
Medicaid requirements, including those set forth in Section 1396a(a)(30)(A)
of Title 42 of the United States Code.

(3)  To the extent that the director determines that the rates do not comply
with applicable federal Medicaid requirements or that federal financial
participation is not available with respect to any rate of reimbursement
described in this section, the director retains the discretion not to implement
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that rate and may revise the rate as necessary to comply with federal
Medicaid requirements.

(g)  The director shall seek any necessary federal approvals for the
implementation of this section.

(h)  This section shall not be construed to require the department to collect
cost data, to conduct cost studies, or to set or adjust a rate of reimbursement
based on cost data that has been collected.

(i)  Adjustments to pharmacy drug product payment pursuant to Section
14105.192 shall no longer apply when the department determines that the
average acquisition cost methodology has been fully implemented and the
department’s pharmacy budget reduction targets, consistent with payment
reduction levels pursuant to Section 14105.192, have been met.

(j)  Prior to implementation of this section, the department shall provide
the appropriate fiscal and policy committees of the Legislature with
information on the department’s plan for implementation of the average
acquisition cost methodology pursuant to this section.

SEC. 26. Section 14105.456 of the Welfare and Institutions Code is
amended to read:

14105.456. (a)  For purposes of this section, the following definitions
shall apply:

(1)  “Generically equivalent drugs” means drug products with the same
active chemical ingredients of the same strength, quantity, and dosage form,
and of the same generic drug name, as determined by the United States
Adopted Names Council (USANC) and accepted by the federal Food and
Drug Administration (FDA), as those drug products having the same
chemical ingredients.

(2)  “Legend drug” means any drug with a label that states “Caution:
Federal law prohibits dispensing without prescription,” “Rx only,” or words
of similar import.

(3)  “Medicare rate” means the rate of reimbursement established by the
Centers for Medicare and Medicaid Services for the Medicare Program.

(4)  “Nonlegend drug” means any drug with a label that does not contain
a statement referenced in paragraph (2).

(5)  “Pharmacy rate of reimbursement” means the reimbursement to a
Medi-Cal pharmacy provider pursuant to the provisions of paragraph (3) of
subdivision (b) of Section 14105.45.

(6)  “Physician-administered drug” means any legend drug, nonlegend
drug, or vaccine administered or dispensed to a beneficiary by a Medi-Cal
provider other than a pharmacy provider and billed to the department on a
fee-for-service basis.

(7)  “Volume-weighted average” means the aggregated average volume
for generically equivalent drugs, weighted by each drug’s percentage of the
total volume in the Medi-Cal fee-for-service program during the previous
six months. For purposes of this paragraph, volume is based on the standard
billing unit used for the generically equivalent drugs.
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(b)  The department may reimburse providers for a physician-administered
drug using either a Healthcare Common Procedure Coding System code or
a National Drug Code.

(c)  The Healthcare Common Procedure Coding System code rate of
reimbursement for a physician-administered drug shall be equal to the
volume-weighted average of the pharmacy rate of reimbursement for
generically equivalent drugs. The department shall publish the Healthcare
Common Procedure Coding System code rates of reimbursement.

(d)  The National Drug Code rate of reimbursement shall equal the
pharmacy rate of reimbursement.

(e)  Notwithstanding subdivisions (c) and (d), the department may
reimburse providers for physician-administered drugs at a rate not less than
the Medicare rate.

(f)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, the department may
implement this section by means of a provider bulletin or notice, policy
letter, or other similar instructions, without taking regulatory action.

(g)  (1)  The rates provided for in this section shall be implemented
commencing January 1, 2011, but only if the director determines that the
rates comply with applicable federal Medicaid requirements and that federal
financial participation will be available.

(2)  In assessing whether federal financial participation is available, the
director shall determine whether the rates comply with the federal Medicaid
requirements, including those set forth in Section 1396a(a)(30)(A) of Title
42 of the United States Code. To the extent that the director determines that
a rate of reimbursement described in this section does not comply with the
federal Medicaid requirements, the director retains the discretion not to
implement that rate and may revise the rate as necessary to comply with the
federal Medicaid requirements.

(h)  The director shall seek any necessary federal approval for the
implementation of this section. To the extent that federal financial
participation is not available with respect to a rate of reimbursement
described in this section, the director retains the discretion not to implement
that rate and may revise the rate as necessary to comply with the federal
Medicaid requirements.

SEC. 27. Section 14105.86 of the Welfare and Institutions Code is
amended to read:

14105.86. (a)  For the purposes of this section, the following definitions
apply:

(1)  (A)  “Average sales price” means the price reported to the federal
Centers for Medicare and Medicaid Services by the manufacturer pursuant
to Section 1847A of the federal Social Security Act (42 U.S.C. Sec.
1395w-3a).

(B)  “Average manufacturer price” means the price reported to the federal
Centers for Medicare and Medicaid Services pursuant to Section 1927 of
the federal Social Security Act (42 U.S.C. Sec. 1396r-8).
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(2)  “Blood factors” means plasma protein therapies and their recombinant
analogs. Blood factors include, but are not limited to, all of the following:

(A)  Coagulation factors, including:
(i)  Factor VIII, nonrecombinant.
(ii)  Factor VIII, porcine.
(iii)  Factor VIII, recombinant.
(iv)  Factor IX, nonrecombinant.
(v)  Factor IX, complex.
(vi)  Factor IX, recombinant.
(vii)  Antithrombin III.
(viii)  Anti-inhibitor factor.
(ix)  Von Willebrand factor.
(x)  Factor VIIa, recombinant.
(B)  Immune Globulin Intravenous.
(C)  Alpha-1 Proteinase Inhibitor.
(b)  The reimbursement for blood factors shall be by national drug code

number and shall not exceed 120 percent of the average sales price of the
last quarter reported.

(c)  The average sales price for blood factors of manufacturers or
distributors that do not report an average sales price pursuant to subdivision
(a) shall be identical to the average manufacturer price. The average sales
price for new products that do not have a calculable average sales price or
average manufacturer price shall be equal to a projected sales price, as
reported by the manufacturer to the department. Manufacturers reporting a
projected sales price for a new product shall report the first monthly average
manufacturer price reported to the federal Centers for Medicare and Medicaid
Services. The reporting of an average sales price that does not meet the
requirement of this subdivision shall result in that blood factor no longer
being considered a covered benefit.

(d)  The average sales price shall be reported at the national drug code
level to the department on a quarterly basis.

(e)  (1)  Effective July 1, 2008, the department shall collect a state rebate,
in addition to rebates pursuant to other provisions of state or federal law,
for blood factors reimbursed pursuant to this section by programs that qualify
for federal drug rebates pursuant to Section 1927 of the federal Social
Security Act (42 U.S.C. Sec. 1396r-8) or otherwise qualify for federal funds
under Title XIX of the federal Social Security Act (42 U.S.C. Sec. 1396 et
seq.) pursuant to the Medicaid state plan or waivers and the programs
authorized by Article 5 (commencing with Section 123800) of Chapter 3
of Part 2 of, and Article 1 (commencing with Section 125125) of Chapter
2 of Part 5 of, Division 106 of the Health and Safety Code.

(2)  Upon implementation of paragraphs (4) and (5) of subdivision (b) of
Section 14105.33 for blood factors pursuant to this section, “utilization
data” used to determine the state rebate shall be described pursuant to
subdivision (b) of Section 14105.33. The department shall post on its Internet
Web site a notice that it has implemented paragraphs (4) and (5) of
subdivision (b) of Section 14105.33 for blood factors pursuant to this section.
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(3)  The state rebate shall be negotiated as necessary between the
department and the manufacturer. Manufacturers who do not execute an
agreement to pay additional rebates pursuant to this section shall have their
blood factors available only through an approved treatment or service
authorization request. All blood factors that meet the definition of a covered
outpatient drug pursuant to Section 1927 of the federal Social Security Act
(42 U.S.C. Sec. 1396r-8) shall remain a benefit subject to the utilization
controls provided for in this section.

(4)  In reviewing authorization requests, the department shall approve the
lowest net cost product that meets the beneficiary’s medical need. The
review of medical need shall take into account a beneficiary’s clinical history
or the use of the blood factor pursuant to payment by another third party,
or both.

(f)  A beneficiary may obtain blood factors that require a treatment or
service authorization request pursuant to subdivision (e) if the beneficiary
qualifies for continuing care status. To be eligible for continuing care status,
a beneficiary must be taking the blood factor and the department has
reimbursed a claim for the blood factor with a date of service that is within
100 days prior to the date the blood factor was placed on treatment
authorization request status. A beneficiary may remain eligible for continuing
care status, provided that a claim is submitted for the blood factor in question
at least every 100 days and the date of service of the claim is within 100
days of the date of service of the last claim submitted for the same blood
factor.

(g)  Changes made to the list of covered blood factors under this or any
other section shall be exempt from the requirements of the Administrative
Procedure Act (Chapter 3.5 (commencing with Section 11340), Chapter 4
(commencing with Section 11370), and Chapter 5 (commencing with Section
11500) of Part 1 of Division 3 of Title 2 of the Government Code), and shall
not be subject to the review and approval of the Office of Administrative
Law.

SEC. 28. Section 14131.10 of the Welfare and Institutions Code is
amended to read:

14131.10. (a)  Notwithstanding any other provision of this chapter,
Chapter 8 (commencing with Section 14200), or Chapter 8.75 (commencing
with Section 14591), in order to implement changes in the level of funding
for health care services, specific optional benefits are excluded from coverage
under the Medi-Cal program.

(b)  (1)  The following optional benefits are excluded from coverage under
the Medi-Cal program:

(A)  Adult dental services, except as specified in paragraph (2).
(B)  Audiology services and speech therapy services.
(C)  Chiropractic services.
(D)  Optometric and optician services, including services provided by a

fabricating optical laboratory.
(E)  Podiatric services.
(F)  Psychology services.
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(G)  Incontinence creams and washes.
(2)  (A)  Medical and surgical services provided by a doctor of dental

medicine or dental surgery, which, if provided by a physician, would be
considered physician services, and which services may be provided by either
a physician or a dentist in this state, are covered.

(B)  Emergency procedures are also covered in the categories of service
specified in subparagraph (A). The director may adopt regulations for any
of the services specified in subparagraph (A).

(C)  Effective May 1, 2014, or the effective date of any necessary federal
approvals as required by subdivision (f), whichever is later, for persons 21
years of age or older, adult dental benefits, subject to utilization controls,
are limited to all the following medically necessary services:

(i)  Examinations, radiographs/photographic images, prophylaxis, and
fluoride treatments.

(ii)  Amalgam and composite restorations.
(iii)  Stainless steel, resin, and resin window crowns.
(iv)  Anterior root canal therapy.
(v)  Complete dentures, including immediate dentures.
(vi)  Complete denture adjustments, repairs, and relines.
(D)  Services specified in this paragraph shall be included as a covered

medical benefit under the Medi-Cal program pursuant to Section 14132.89.
(3)  Pregnancy-related services and services for the treatment of other

conditions that might complicate the pregnancy are not excluded from
coverage under this section.

(c)  The optional benefit exclusions do not apply to either of the following:
(1)  Beneficiaries under the Early and Periodic Screening Diagnosis and

Treatment Program.
(2)  Beneficiaries receiving long-term care in a nursing facility that is

both:
(A)  A skilled nursing facility or intermediate care facility as defined in

subdivisions (c) and (d) of Section 1250 of the Health and Safety Code.
(B)  Licensed pursuant to subdivision (k) of Section 1250 of the Health

and Safety Code.
(d)  This section shall only be implemented to the extent permitted by

federal law.
(e)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of

Part 1 of Division 3 of Title 2 of the Government Code, the department may
implement the provisions of this section by means of all-county letters,
provider bulletins, or similar instructions, without taking further regulatory
action.

(f)  This section shall be implemented only to the extent that federal
financial participation is available and any necessary federal approvals have
been obtained.

SEC. 29. Section 14132.56 of the Welfare and Institutions Code is
amended to read:

14132.56. (a)  (1)  Only to the extent required by the federal government
and effective no sooner than required by the federal government, behavioral
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health treatment (BHT), as defined by Section 1374.73 of the Health and
Safety Code, shall be a covered Medi-Cal service for individuals under 21
years of age.

(2)  It is the intent of the Legislature that, to the extent the federal
government requires BHT to be a covered Medi-Cal service, the department
shall seek statutory authority to implement this new benefit in Medi-Cal.

(b)  The department shall implement, or continue to implement, this
section only after all of the following occurs or has occurred:

(1)  The department receives all necessary federal approvals to obtain
federal funds for the service.

(2)  The department seeks an appropriation that would provide the
necessary state funding estimated to be required for the applicable fiscal
year.

(3)  The department consults with stakeholders.
(c)  The department shall develop and define eligibility criteria, provider

participation criteria, utilization controls, and delivery system structure for
services under this section, subject to limitations allowable under federal
law, in consultation with stakeholders.

(d)  (1)  The department, commencing on the effective date of the act that
added this subdivision until March 31, 2017, inclusive, may make available
to individuals described in paragraph (2) contracted services to assist those
individuals with health insurance enrollment, without regard to whether
federal funds are available for the contracted services.

(2)  The contracted services described in paragraph (1) may be provided
only to an individual under 21 years of age whom the department identifies
as no longer eligible for Medi-Cal solely due to the transition of BHT
coverage from the waiver program under Section 1915(c) of the federal
Social Security Act to the Medi-Cal state plan in accordance with this section
and who meets all of the following criteria:

(A)  He or she was enrolled in the home and community-based services
waiver for persons with developmental disabilities under Section 1915(c)
of the Social Security Act as of January 31, 2016.

(B)  He or she was deemed to be institutionalized in order to establish
eligibility under the terms of the waiver.

(C)  He or she has not been found eligible under any other federally funded
Medi-Cal criteria without a share of cost.

(D)  He or she had received a BHT service from a regional center for
persons with developmental disabilities as provided in Chapter 5
(commencing with Section 4620) of Division 4.5.

(e)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, the department,
without taking any further regulatory action, shall implement, interpret, or
make specific this section by means of all-county letters, plan letters, plan
or provider bulletins, or similar instructions until regulations are adopted.
The department shall adopt regulations by July 1, 2017, in accordance with
the requirements of Chapter 3.5 (commencing with Section 11340) of Part
1 of Division 3 of Title 2 of the Government Code. Notwithstanding Section
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10231.5 of the Government Code, beginning six months after the effective
date of this section, the department shall provide semiannual status reports
to the Legislature, in compliance with Section 9795 of the Government
Code, until regulations have been adopted.

(f)  For the purposes of implementing this section, the department may
enter into exclusive or nonexclusive contracts on a bid or negotiated basis,
including contracts for the purpose of obtaining subject matter expertise or
other technical assistance. Contracts may be statewide or on a more limited
geographic basis. Contracts entered into or amended under this subdivision
shall be exempt from Part 2 (commencing with Section 10100) of Division
2 of the Public Contract Code, Section 19130 of the Government Code, and
Chapter 6 (commencing with Section 14825) of Part 5.5 of Division 3 of
the Government Code, and shall be exempt from the review or approval of
any division of the Department of General Services.

(g)  The department may seek approval of any necessary state plan
amendments or waivers to implement this section. The department shall
make any state plan amendments or waiver requests public at least 30 days
prior to submitting to the federal Centers for Medicare and Medicaid
Services, and the department shall work with stakeholders to address the
public comments in the state plan amendment or waiver request.

(h)  This section shall be implemented only to the extent that federal
financial participation is available and any necessary federal approvals have
been obtained.

SEC. 30. Section 14154 of the Welfare and Institutions Code is amended
to read:

14154. (a)  (1)  The department shall establish and maintain a plan
whereby costs for county administration of the determination of eligibility
for benefits under this chapter will be effectively controlled within the
amounts annually appropriated for that administration. The plan, to be known
as the County Administrative Cost Control Plan, shall establish standards
and performance criteria, including workload, productivity, and support
services standards, to which counties shall adhere. The plan shall include
standards for controlling eligibility determination costs that are incurred by
performing eligibility determinations at county hospitals, or that are incurred
due to the outstationing of any other eligibility function. Except as provided
in Section 14154.15, reimbursement to a county for outstationed eligibility
functions shall be based solely on productivity standards applied to that
county’s welfare department office.

(2)  (A)  The plan shall delineate both of the following:
(i)  The process for determining county administration base costs, which

include salaries and benefits, support costs, and staff development.
(ii)  The process for determining funding for caseload changes,

cost-of-living adjustments, and program and other changes.
(B)  The annual county budget survey document utilized under the plan

shall be constructed to enable the counties to provide sufficient detail to the
department to support their budget requests.
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(3)  The plan shall be part of a single state plan, jointly developed by the
department and the State Department of Social Services, in conjunction
with the counties, for administrative cost control for the California Work
Opportunity and Responsibility to Kids (CalWORKs), CalFresh, and Medical
Assistance (Medi-Cal) programs. Allocations shall be made to each county
and shall be limited by and determined based upon the County
Administrative Cost Control Plan. In administering the plan to control county
administrative costs, the department shall not allocate state funds to cover
county cost overruns that result from county failure to meet requirements
of the plan. The department and the State Department of Social Services
shall budget, administer, and allocate state funds for county administration
in a uniform and consistent manner.

(4)  The department and county welfare departments shall develop
procedures to ensure the data clarity, consistency, and reliability of
information contained in the county budget survey document submitted by
counties to the department. These procedures shall include the format of
the county budget survey document and process, data submittal and its
documentation, and the use of the county budget survey documents for the
development of determining county administration costs. Communication
between the department and the county welfare departments shall be ongoing
as needed regarding the content of the county budget surveys and any
potential issues to ensure the information is complete and well understood
by involved parties. Any changes developed pursuant to this section shall
be incorporated within the state’s annual budget process by no later than
the 2011–12 fiscal year.

(5)  The department shall provide a clear narrative description along with
fiscal detail in the Medi-Cal estimate package, submitted to the Legislature
in January and May of each year, of each component of the county
administrative funding for the Medi-Cal program. This shall describe how
the information obtained from the county budget survey documents was
utilized and, if applicable, modified and the rationale for the changes.

(6)  Notwithstanding any other law, the department shall develop and
implement, in consultation with county program and fiscal representatives,
a new budgeting methodology for Medi-Cal county administrative costs
that reflects the impact of PPACA implementation on county administrative
work. The new budgeting methodology shall be used to reimburse counties
for eligibility processing and case maintenance for applicants and
beneficiaries.

(A)  The budgeting methodology may include, but is not limited to,
identification of the costs of eligibility determinations for applicants, and
the costs of eligibility redeterminations and case maintenance activities for
recipients, for different groupings of cases, based on variations in time and
resources needed to conduct eligibility determinations. The calculation of
time and resources shall be based on the following factors: complexity of
eligibility rules, ongoing eligibility requirements, and other factors as
determined appropriate by the department. The development of the new
budgeting methodology may include, but is not limited to, county survey
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of costs, time and motion studies, in-person observations by department
staff, data reporting, and other factors deemed appropriate by the department.

(B)  The new budgeting methodology shall be clearly described, state the
necessary data elements to be collected from the counties, and establish the
timeframes for counties to provide the data to the state.

(C)  The new budgeting methodology developed pursuant to this paragraph
shall be implemented no sooner than the 2015–16 fiscal year. The department
may develop a process for counties to phase in the requirements of the new
budgeting methodology.

(D)  The department shall provide the new budgeting methodology to the
legislative fiscal committees by March 1 of the fiscal year immediately
preceding the first fiscal year of implementation of the new budgeting
methodology.

(E)  To the extent that the funding for the county budgets developed
pursuant to the new budget methodology is not fully appropriated in any
given fiscal year, the department, with input from the counties, shall identify
and consider options to align funding and workload responsibilities.

(F)  For purposes of this paragraph, “PPACA” means the federal Patient
Protection and Affordable Care Act (Public Law 111-148), as amended by
the federal Health Care and Education Reconciliation Act of 2010 (Public
Law 111-152) and any subsequent amendments.

(G)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, the department may
implement, interpret, or make specific this paragraph by means of all-county
letters, plan letters, plan or provider bulletins, or similar instructions until
the time any necessary regulations are adopted. The department shall adopt
regulations by July 1, 2017, in accordance with the requirements of Chapter
3.5 (commencing with Section 11340) of Part 1 of Division 3 of Title 2 of
the Government Code. Beginning six months after the implementation of
the new budgeting methodology pursuant to this paragraph, and
notwithstanding Section 10231.5 of the Government Code, the department
shall provide a status report to the Legislature on a semiannual basis, in
compliance with Section 9795 of the Government Code, until regulations
have been adopted.

(b)  Nothing in this section, Section 15204.5, or Section 18906 shall be
construed to limit the administrative or budgetary responsibilities of the
department in a manner that would violate Section 14100.1, and thereby
jeopardize federal financial participation under the Medi-Cal program.

(c)  (1)  The Legislature finds and declares that in order for counties to
do the work that is expected of them, it is necessary that they receive
adequate funding, including adjustments for reasonable annual
cost-of-doing-business increases. The Legislature further finds and declares
that linking appropriate funding for county Medi-Cal administrative
operations, including annual cost-of-doing-business adjustments, with
performance standards will give counties the incentive to meet the
performance standards and enable them to continue to do the work they do
on behalf of the state. It is therefore the Legislature’s intent to provide
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appropriate funding to the counties for the effective administration of the
Medi-Cal program at the local level to ensure that counties can reasonably
meet the purposes of the performance measures as contained in this section.

(2)  It is the intent of the Legislature to not appropriate funds for the
cost-of-doing-business adjustment for the 2008–09, 2009–10, 2010–11,
2011–12, 2012–13, 2014–15, 2015–16, and 2016–17 fiscal years.

(d)  The department is responsible for the Medi-Cal program in accordance
with state and federal law. A county shall determine Medi-Cal eligibility
in accordance with state and federal law. If in the course of its duties the
department becomes aware of accuracy problems in any county, the
department shall, within available resources, provide training and technical
assistance as appropriate. Nothing in this section shall be interpreted to
eliminate any remedy otherwise available to the department to enforce
accurate county administration of the program. In administering the Medi-Cal
eligibility process, each county shall meet the following performance
standards each fiscal year:

(1)  Complete eligibility determinations as follows:
(A)  Ninety percent of the general applications without applicant errors

and are complete shall be completed within 45 days.
(B)  Ninety percent of the applications for Medi-Cal based on disability

shall be completed within 90 days, excluding delays by the state.
(2)  (A)  The department shall establish best-practice guidelines for

expedited enrollment of newborns into the Medi-Cal program, preferably
with the goal of enrolling newborns within 10 days after the county is
informed of the birth. The department, in consultation with counties and
other stakeholders, shall work to develop a process for expediting enrollment
for all newborns, including those born to mothers receiving CalWORKs
assistance.

(B)  Upon the development and implementation of the best-practice
guidelines and expedited processes, the department and the counties may
develop an expedited enrollment timeframe for newborns that is separate
from the standards for all other applications, to the extent that the timeframe
is consistent with these guidelines and processes.

(3)  Perform timely annual redeterminations, as follows:
(A)  Ninety percent of the annual redetermination forms shall be mailed

to the recipient by the anniversary date.
(B)  Ninety percent of the annual redeterminations shall be completed

within 60 days of the recipient’s annual redetermination date for those
redeterminations based on forms that are complete and have been returned
to the county by the recipient in a timely manner.

(C)  Ninety percent of those annual redeterminations where the
redetermination form has not been returned to the county by the recipient
shall be completed by sending a notice of action to the recipient within 45
days after the date the form was due to the county.

(e)  The department shall develop procedures in collaboration with the
counties and stakeholder groups for determining county review cycles,
sampling methodology and procedures, and data reporting.
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(f)  On January 1 of each year, each applicable county, as determined by
the department, shall report to the department on the county’s results in
meeting the performance standards specified in this section. The report shall
be subject to verification by the department. County reports shall be provided
to the public upon written request.

(g)  If the department finds that a county is not in compliance with one
or more of the standards set forth in this section, the county shall, within
60 days, submit a corrective action plan to the department for approval. The
corrective action plan shall, at a minimum, include steps that the county
shall take to improve its performance on the standard or standards with
which the county is out of compliance. The plan shall establish interim
benchmarks for improvement that shall be expected to be met by the county
in order to avoid a sanction.

(h)  (1)  If a county does not meet the performance standards for
completing eligibility determinations and redeterminations as specified in
this section, the department may, at its sole discretion, reduce the allocation
of funds to that county in the following year by 2 percent. Any funds so
reduced may be restored by the department if, in the determination of the
department, sufficient improvement has been made by the county in meeting
the performance standards during the year for which the funds were reduced.
If the county continues not to meet the performance standards, the
department may reduce the allocation by an additional 2 percent for each
year thereafter in which sufficient improvement has not been made to meet
the performance standards.

(2)  No reduction of the allocation of funds to a county shall be imposed
pursuant to this subdivision for failure to meet performance standards during
any period of time in which the cost-of-doing-business increase is suspended.

(i)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, and except as
provided in subparagraph (G) of paragraph (6) of subdivision (a), the
department shall, without taking any further regulatory action, implement,
interpret, or make specific this section and any applicable federal waivers
and state plan amendments by means of all-county letters or similar
instructions.

SEC. 31. Section 14301.1 of the Welfare and Institutions Code, as
amended by Section 28 of Chapter 37 of the Statutes of 2013, is amended
to read:

14301.1. (a)  For rates established on or after August 1, 2007, the
department shall pay capitation rates to health plans participating in the
Medi-Cal managed care program using actuarial methods and may establish
health-plan- and county-specific rates. Notwithstanding any other law, this
section shall apply to any managed care organization, licensed under the
Knox-Keene Health Care Service Plan Act of 1975 (Chapter 2.2
(commencing with Section 1340) of Division 2 of the Health and Safety
Code), that has contracted with the department as a primary care case
management plan pursuant to Article 2.9 (commencing with Section 14088)
of Chapter 7 to provide services to beneficiaries who are HIV positive or
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who have been diagnosed with AIDS for rates established on or after July
1, 2012. The department shall utilize a county- and model-specific rate
methodology to develop Medi-Cal managed care capitation rates for contracts
entered into between the department and any entity pursuant to Article 2.7
(commencing with Section 14087.3), Article 2.8 (commencing with Section
14087.5), and Article 2.91 (commencing with Section 14089) of Chapter 7
that includes, but is not limited to, all of the following:

(1)  Health-plan-specific encounter and claims data.
(2)  Supplemental utilization and cost data submitted by the health plans.
(3)  Fee-for-service data for the underlying county of operation or other

appropriate counties as deemed necessary by the department.
(4)  Department of Managed Health Care financial statement data specific

to Medi-Cal operations.
(5)  Other demographic factors, such as age, gender, or diagnostic-based

risk adjustments, as the department deems appropriate.
(b)  To the extent that the department is unable to obtain sufficient actual

plan data, it may substitute plan model, similar plan, or county-specific
fee-for-service data.

(c)  The department shall develop rates that include administrative costs,
and may apply different administrative costs with respect to separate aid
code groups.

(d)  The department shall develop rates that shall include, but are not
limited to, assumptions for underwriting, return on investment, risk,
contingencies, changes in policy, and a detailed review of health plan
financial statements to validate and reconcile costs for use in developing
rates.

(e)  The department may develop rates that pay plans based on
performance incentives, including quality indicators, access to care, and
data submission.

(f)  The department may develop and adopt condition-specific payment
rates for health conditions, including, but not limited to, childbirth delivery.

(g)  (1)  Prior to finalizing Medi-Cal managed care capitation rates, the
department shall provide health plans with information on how the rates
were developed, including rate sheets for that specific health plan, and
provide the plans with the opportunity to provide additional supplemental
information.

(2)  For contracts entered into between the department and any entity
pursuant to Article 2.8 (commencing with Section 14087.5) of Chapter 7,
the department, by June 30 of each year, or, if the budget has not passed by
that date, no later than five working days after the budget is signed, shall
provide preliminary rates for the upcoming fiscal year.

(h)  For the purposes of developing capitation rates through
implementation of this ratesetting methodology, Medi-Cal managed care
health plans shall provide the department with financial and utilization data
in a form and substance as deemed necessary by the department to establish
rates. This data shall be considered proprietary and shall be exempt from
disclosure as official information pursuant to subdivision (k) of Section
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6254 of the Government Code as contained in the California Public Records
Act (Division 7 (commencing with Section 6250) of Title 1 of the
Government Code).

(i)  Notwithstanding any other law, on and after the effective date of the
act adding this subdivision, the department may apply this section to the
capitation rates it pays under any managed care health plan contract.

(j)  Notwithstanding Chapter 3.5 (commencing with Section 11340) of
Part 1 of Division 3 of Title 2 of the Government Code, the department may
set and implement managed care capitation rates, and interpret or make
specific this section and any applicable federal waivers and state plan
amendments by means of plan letters, plan or provider bulletins, or similar
instructions, without taking regulatory action.

(k)  The department shall report, upon request, to the fiscal and policy
committees of the respective houses of the Legislature regarding
implementation of this section.

(l)  Prior to October 1, 2011, the risk-adjusted countywide capitation rate
shall comprise no more than 20 percent of the total capitation rate paid to
each Medi-Cal managed care plan.

(m)  (1)  It is the intent of the Legislature to preserve the policy goal to
support and strengthen traditional safety net providers who treat high
volumes of uninsured and Medi-Cal patients when Medi-Cal enrollees are
defaulted into Medi-Cal managed care plans.

(2)  As the department adds additional factors, such as managed care plan
costs, to the Medi-Cal managed care plan default assignment algorithm, it
shall consult with the Auto Assignment Performance Incentive Program
stakeholder workgroup to develop cost factor disregards related to
intergovernmental transfers and required wraparound payments that support
safety net providers.

(n)  (1)  The department shall develop and pay capitation rates to entities
contracted pursuant to Chapter 8.75 (commencing with Section 14591),
using actuarial methods and in a manner consistent with this section, except
as provided in this subdivision.

(2)  The department may develop capitation rates using a standardized
rate methodology across managed care plan models for comparable
populations. The specific rate methodology applied to PACE organizations
shall address features of PACE that distinguishes it from other managed
care plan models.

(3)  The department may develop statewide rates and apply geographic
adjustments, using available data sources deemed appropriate by the
department. Consistent with actuarial methods, the primary source of data
used to develop rates for each PACE organization shall be its Medi-Cal cost
and utilization data or other data sources as deemed necessary by the
department.

(4)  Rates developed pursuant to this subdivision shall reflect the level
of care associated with the specific populations served under the contract.
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(5)  The rate methodology developed pursuant to this subdivision shall
contain a mechanism to account for the costs of high-cost drugs and
treatments.

(6)  Rates developed pursuant to this subdivision shall be actuarially
certified prior to implementation.

(7)  The department shall consult with those entities contracted pursuant
to Chapter 8.75 (commencing with Section 14591) in developing a rate
methodology according to this subdivision.

(8)  Consistent with the requirements of federal law, the department shall
calculate an upper payment limit for payments to PACE organizations. In
calculating the upper payment limit, the department shall correct the
applicable data as necessary and shall consider the risk of nursing home
placement for the comparable population when estimating the level of care
and risk of PACE participants.

(9)  During the first three rate years in which the methodology developed
pursuant to this subdivision is used by the department to set rates for entities
contracted pursuant to Chapter 8.75 (commencing with Section 14591), the
department shall pay the entity at a rate within the certified actuarially sound
rate range developed with respect to that entity, to the extent consistent with
federal requirements and subject to paragraph (11), as necessary to mitigate
the impact to the entity during the transition to the methodology developed
pursuant to this subdivision.

(10)  During the first two years in which a new PACE organization or
existing PACE organization enters a previously unserved area, the
department shall pay at a rate within the certified actuarially sound rate
range developed with respect to that entity, to the extent consistent with
federal requirements and subject to paragraph (11).

(11)  This subdivision shall be implemented only to the extent that any
necessary federal approvals are obtained and federal financial participation
is available.

(12)  This subdivision shall apply for rates implemented no earlier than
January 1, 2017.

(o)  This section shall be inoperative if the Coordinated Care Initiative
becomes inoperative pursuant to Section 34 of Chapter 37 of the Statutes
of 2013.

SEC. 32. Section 14301.1 of the Welfare and Institutions Code, as added
by Section 29 of Chapter 37 of the Statutes of 2013, is amended to read:

14301.1. (a)  For rates established on or after August 1, 2007, the
department shall pay capitation rates to health plans participating in the
Medi-Cal managed care program using actuarial methods and may establish
health-plan- and county-specific rates. The department shall utilize a county-
and model-specific rate methodology to develop Medi-Cal managed care
capitation rates for contracts entered into between the department and any
entity pursuant to Article 2.7 (commencing with Section 14087.3), Article
2.8 (commencing with Section 14087.5), and Article 2.91 (commencing
with Section 14089) of Chapter 7 that includes, but is not limited to, all of
the following:
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(1)  Health-plan-specific encounter and claims data.
(2)  Supplemental utilization and cost data submitted by the health plans.
(3)  Fee-for-service data for the underlying county of operation or other

appropriate counties as deemed necessary by the department.
(4)  Department of Managed Health Care financial statement data specific

to Medi-Cal operations.
(5)  Other demographic factors, such as age, gender, or diagnostic-based

risk adjustments, as the department deems appropriate.
(b)  To the extent that the department is unable to obtain sufficient actual

plan data, it may substitute plan model, similar plan, or county-specific
fee-for-service data.

(c)  The department shall develop rates that include administrative costs,
and may apply different administrative costs with respect to separate aid
code groups.

(d)  The department shall develop rates that shall include, but are not
limited to, assumptions for underwriting, return on investment, risk,
contingencies, changes in policy, and a detailed review of health plan
financial statements to validate and reconcile costs for use in developing
rates.

(e)  The department may develop rates that pay plans based on
performance incentives, including quality indicators, access to care, and
data submission.

(f)  The department may develop and adopt condition-specific payment
rates for health conditions, including, but not limited to, childbirth delivery.

(g)  (1)  Prior to finalizing Medi-Cal managed care capitation rates, the
department shall provide health plans with information on how the rates
were developed, including rate sheets for that specific health plan, and
provide the plans with the opportunity to provide additional supplemental
information.

(2)  For contracts entered into between the department and any entity
pursuant to Article 2.8 (commencing with Section 14087.5) of Chapter 7,
the department, by June 30 of each year, or, if the budget has not passed by
that date, no later than five working days after the budget is signed, shall
provide preliminary rates for the upcoming fiscal year.

(h)  For the purposes of developing capitation rates through
implementation of this ratesetting methodology, Medi-Cal managed care
health plans shall provide the department with financial and utilization data
in a form and substance as deemed necessary by the department to establish
rates. This data shall be considered proprietary and shall be exempt from
disclosure as official information pursuant to subdivision (k) of Section
6254 of the Government Code as contained in the California Public Records
Act (Division 7 (commencing with Section 6250) of Title 1 of the
Government Code).

(i)  The department shall report, upon request, to the fiscal and policy
committees of the respective houses of the Legislature regarding
implementation of this section.

95

— 54 —Ch. 30

 



(j)  Prior to October 1, 2011, the risk-adjusted countywide capitation rate
shall comprise no more than 20 percent of the total capitation rate paid to
each Medi-Cal managed care plan.

(k)  (1)  It is the intent of the Legislature to preserve the policy goal to
support and strengthen traditional safety net providers who treat high
volumes of uninsured and Medi-Cal patients when Medi-Cal enrollees are
defaulted into Medi-Cal managed care plans.

(2)  As the department adds additional factors, such as managed care plan
costs, to the Medi-Cal managed care plan default assignment algorithm, it
shall consult with the Auto Assignment Performance Incentive Program
stakeholder workgroup to develop cost factor disregards related to
intergovernmental transfers and required wraparound payments that support
safety net providers.

(l)  (1)  The department shall develop and pay capitation rates to entities
contracted pursuant to Chapter 8.75 (commencing with Section 14591),
using actuarial methods and in a manner consistent with this section, except
as provided in this subdivision.

(2)  The department may develop capitation rates using a standardized
rate methodology across managed care plan models for comparable
populations. The specific rate methodology applied to PACE organizations
shall address features of PACE that distinguish it from other managed care
plan models.

(3)  The department may develop statewide rates and apply geographic
adjustments, using available data sources deemed appropriate by the
department. Consistent with actuarial methods, the primary source of data
used to develop rates for each PACE organization shall be its Medi-Cal cost
and utilization data or other data sources as deemed necessary by the
department.

(4)  Rates developed pursuant to this subdivision shall reflect the level
of care associated with the specific populations served under the contract.

(5)  The rate methodology developed pursuant to this subdivision shall
contain a mechanism to account for the costs of high-cost drugs and
treatments.

(6)  Rates developed pursuant to this subdivision shall be actuarially
certified prior to implementation.

(7)  The department shall consult with those entities contracted pursuant
to Chapter 8.75 (commencing with Section 14591) in developing a rate
methodology according to this subdivision.

(8)  Consistent with the requirements of federal law, the department shall
calculate an upper payment limit for payments to PACE organizations. In
calculating the upper payment limit, the department shall correct the
applicable data as necessary and shall consider the risk of nursing home
placement for the comparable population when estimating the level of care
and risk of PACE participants.

(9)  During the first three rate years in which the methodology developed
pursuant to this subdivision is used by the department to set rates for entities
contracted pursuant to Chapter 8.75 (commencing with Section 14591), the
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department shall pay the entity at a rate within the certified actuarially sound
rate range developed with respect to that entity, to the extent consistent with
federal requirements and subject to paragraph (11), as necessary to mitigate
the impact to the entity during the transition to the methodology developed
pursuant to this subdivision.

(10)  During the first two years in which a new PACE organization or
existing PACE organization enters a previously unserved area, the
department shall pay at a rate within the certified actuarially sound rate
range developed with respect to that entity, to the extent consistent with
federal requirements and subject to paragraph (11).

(11)  This subdivision shall be implemented only to the extent any
necessary federal approvals are obtained and federal financial participation
is available.

(12)  This subdivision shall apply for rates implemented no earlier than
January 1, 2017.

(m)  This section shall be operative only if Section 28 of Chapter 37 of
the Statutes of 2013 becomes inoperative pursuant to subdivision (n) of that
Section 28.

SEC. 33. Section 14592 of the Welfare and Institutions Code is amended
to read:

14592. (a)  For purposes of this chapter, “PACE organization” means
an entity as defined in Section 460.6 of Title 42 of the Code of Federal
Regulations.

(b)  The Director of Health Care Services shall establish the California
Program of All-Inclusive Care for the Elderly, to provide community-based,
risk-based, and capitated long-term care services as optional services under
the state’s Medi-Cal State Plan and under contracts entered into between
the federal Centers for Medicare and Medicaid Services, the department,
and PACE organizations, meeting the requirements of the Balanced Budget
Act of 1997 (Public Law 105-33) and any other applicable law or regulation.

SEC. 34. Section 14593 of the Welfare and Institutions Code is amended
to read:

14593. (a)  (1)  The department may enter into contracts with public or
private organizations for implementation of the PACE program, and also
may enter into separate contracts with PACE organizations, to fully
implement the single state agency responsibilities assumed by the department
in those contracts, Section 14132.94, and any other state requirement found
necessary by the department to provide comprehensive community-based,
risk-based, and capitated long-term care services to California’s frail elderly.

(2)  The department may enter into separate contracts as specified in
paragraph (1) with up to 15 PACE organizations. This paragraph shall
become inoperative upon federal approval of a capitation rate methodology,
pursuant to subdivision (n) of Section 14301.1.

(b)  The requirements of the PACE model, as provided for pursuant to
Section 1894 (42 U.S.C. Sec. 1395eee) and Section 1934 (42 U.S.C. Sec.
1396u-4) of the federal Social Security Act, shall not be waived or modified.
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The requirements that shall not be waived or modified include all of the
following:

(1)  The focus on frail elderly qualifying individuals who require the level
of care provided in a nursing facility.

(2)  The delivery of comprehensive, integrated acute and long-term care
services.

(3)  The interdisciplinary team approach to care management and service
delivery.

(4)  Capitated, integrated financing that allows the provider to pool
payments received from public and private programs and individuals.

(5)  The assumption by the provider of full financial risk.
(6)  The provision of a PACE benefit package for all participants,

regardless of source of payment, that shall include all of the following:
(A)  All Medicare-covered items and services.
(B)  All Medicaid-covered items and services, as specified in the state’s

Medicaid plan.
(C)  Other services determined necessary by the interdisciplinary team

to improve and maintain the participant’s overall health status.
(c)  Sections 14002, 14005.12, 14005.17, and 14006 shall apply when

determining the eligibility for Medi-Cal of a person receiving the services
from an organization providing services under this chapter.

(d)  Provisions governing the treatment of income and resources of a
married couple, for the purposes of determining the eligibility of a
nursing-facility certifiable or institutionalized spouse, shall be established
so as to qualify for federal financial participation.

(e)  (1)  The department shall establish capitation rates paid to each PACE
organization at no less than 95 percent of the fee-for-service equivalent cost,
including the department’s cost of administration, that the department
estimates would be payable for all services covered under the PACE
organization contract if all those services were to be furnished to Medi-Cal
beneficiaries under the fee-for-service Medi-Cal program provided for
pursuant to Chapter 7 (commencing with Section 14000).

(2)  This subdivision shall be implemented only to the extent that federal
financial participation is available.

(3)  This subdivision shall become inoperative upon federal approval of
a capitation rate methodology, pursuant to subdivision (n) of Section
14301.1.

(f)  Contracts under this chapter may be on a nonbid basis and shall be
exempt from Chapter 2 (commencing with Section 10290) of Part 2 of
Division 2 of the Public Contract Code.

(g)  (1)  Notwithstanding subdivision (b), and only to the extent federal
financial participation is available, the department, in consultation with
PACE organizations, shall seek increased federal regulatory flexibility from
the federal Centers for Medicare and Medicaid Services to modernize the
PACE program, which may include, but is not limited to, addressing all of
the following:

(A)  Composition of PACE interdisciplinary teams (IDT).
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(B)  Use of community-based physicians.
(C)  Marketing practices.
(D)  Development of a streamlined PACE waiver process.
(2)  This subdivision shall be operative upon federal approval of a

capitation rate methodology pursuant to subdivision (n) of Section 14301.1.
(h)  This section shall become inoperative if the Coordinated Care

Initiative becomes inoperative pursuant to Section 34 of Chapter 37 of the
Statutes of 2013 and shall be repealed on January 1 next following the date
upon which it becomes inoperative.

SEC. 35. Section 14593 is added to the Welfare and Institutions Code,
to read:

14593. (a)  (1)  The department may enter into contracts with public or
private organizations for implementation of the PACE program, and also
may enter into separate contracts with PACE organizations, to fully
implement the single state agency responsibilities assumed by the department
in those contracts, Section 14132.94, and any other state requirement found
necessary by the department to provide comprehensive community-based,
risk-based, and capitated long-term care services to California’s frail elderly.

(2)  The department may enter into separate contracts as specified in
paragraph (1) with up to 15 PACE organizations. This paragraph shall
become inoperative upon federal approval of a capitation rate methodology
pursuant to subdivision (l) of Section 14301.1.

(b)  The requirements of the PACE model, as provided for pursuant to
Section 1894 (42 U.S.C. Sec. 1395eee) and Section 1934 (42 U.S.C. Sec.
1396u-4) of the federal Social Security Act, shall not be waived or modified.
The requirements that shall not be waived or modified include all of the
following:

(1)  The focus on frail elderly qualifying individuals who require the level
of care provided in a nursing facility.

(2)  The delivery of comprehensive, integrated acute and long-term care
services.

(3)  The interdisciplinary team approach to care management and service
delivery.

(4)  Capitated, integrated financing that allows the provider to pool
payments received from public and private programs and individuals.

(5)  The assumption by the provider of full financial risk.
(6)  The provision of a PACE benefit package for all participants,

regardless of source of payment, that shall include all of the following:
(A)  All Medicare-covered items and services.
(B)  All Medicaid-covered items and services, as specified in the state’s

Medicaid plan.
(C)  Other services determined necessary by the interdisciplinary team

to improve and maintain the participant’s overall health status.
(c)  Sections 14002, 14005.12, 14005.17, and 14006 shall apply when

determining the eligibility for Medi-Cal of a person receiving the services
from an organization providing services under this chapter.
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(d)  Provisions governing the treatment of income and resources of a
married couple, for the purposes of determining the eligibility of a
nursing-facility certifiable or institutionalized spouse, shall be established
so as to qualify for federal financial participation.

(e)  (1) The department shall establish capitation rates paid to each PACE
organization at no less than 95 percent of the fee-for-service equivalent cost,
including the department’s cost of administration, that the department
estimates would be payable for all services covered under the PACE
organization contract if all those services were to be furnished to Medi-Cal
beneficiaries under the fee-for-service Medi-Cal program provided for
pursuant to Chapter 7 (commencing with Section 14000).

(2)  This subdivision shall be implemented only to the extent that federal
financial participation is available.

(3)  This subdivision shall become inoperative upon federal approval of
a capitation rate methodology pursuant to subdivision (l) of Section 14301.1.

(f)  Contracts under this chapter may be on a nonbid basis and shall be
exempt from Chapter 2 (commencing with Section 10290) of Part 2 of
Division 2 of the Public Contract Code.

(g)  (1)  Notwithstanding subdivision (b), and only to the extent federal
financial participation is available, the department, in consultation with
PACE organizations, shall seek increased federal regulatory flexibility from
the federal Centers for Medicare and Medicaid Services to modernize the
PACE program, which may include, but is not limited to, addressing:

(A)  Composition of PACE interdisciplinary teams (IDT).
(B)  Use of community-based physicians.
(C)  Marketing practices.
(D)  Development of a streamlined PACE waiver process.
(2)  This subdivision shall be operative upon federal approval of a

capitation rate methodology pursuant to subdivision (l) of Section 14301.1.
(h)  This section shall become operative only if Section 28 of Chapter 37

of the Statutes of 2013 becomes inoperative.
SEC. 36. The amendments made to Section 14131.10 of the Welfare

and Institutions Code by this act shall become operative on July 1, 2016.
SEC. 37. This act is a bill providing for appropriations related to the

Budget Bill within the meaning of subdivision (e) of Section 12 of Article
IV of the California Constitution, has been identified as related to the budget
in the Budget Bill, and shall take effect immediately.

O
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To authorize the Attorney General and Secretary of Health and Human Services 

to award grants to address the prescription opioid abuse and heroin use crisis, 
and for other purposes. 

Be it enacted by the Senate and House of Representatives of 
the United States of America in Congress assembled, 
SECTION 1. SHORT TITLE; TABLE OF CONTENTS. 

(a) SHORT TITLE.-This Act max be cited as the "Comprehensive 
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TITLE I-PREVENTION AND EDUCATION 

SEC. 101. TASK FORCE ON PAIN MANAGEMENT. 

(a) DEFINITIONS.-In this section: 
(1) SECRETARY.-The term "Secretary" means the Secretary 

of Health and Human Services. 
(2) TASK FORCE.-The term ''task force" means the Pain 

Management Best Practices Inter-Agency Task Force convened 
under subsection (b). 
(b) INTER-AGENCY TASK FORCE.-Not later than 2 years after 

the date of enactment of this Act, the Secretary, in cooperation 
with the Secretary ofVeterans Affairs and the Secretary of Defense, 
shall convene a Pain Management Best Practices Inter-Agency Task 
Force. 

(c) MEMBERSHIP.-The task force shall be comprised of
(1) ~p~sentatives of-

(A) the Department of Health and Human Services 
and relevant agencies within the Department of Health 
and Human Services; 

(B) the Department of Veterans Affairs; 
(C) the Department of Defense; and 
(D) the Office of National Drug Control Policy; 

(2) currently licensed aod practicing physicians, dentists, 
and nonphysician prescribers; 

(3) currently hcensed and practicing pharmacists and phar
macies· 

( 4)' experts in the fields of pain research and addiction 
research, including adolescent and young adult addiction 
research; 

(5) representatives of-
(A) pain management professional organizations; 
(B) the mental health treatment community; 
(C) the addiction treatment community, including 

individuals in recovery from substance use disorder; 
(D) pain advocacy groups, including patients; 
(E) veteran service organizations; 
(F) groups with expertise on overdose reversal, 

including first responders; 
(G) State medical boards; and 
(H) hospitals; 

(6) experts on the health of, and prescription opioid use 
disorders m, members of the Armed Forces and veterans; and 

(7) experts in the field of minority health. 
(d) REPRESENTATION.-The Secretary shall ensure that the 

membership of the task force includes individuals representing 
rural and underserved areas. 

(e) DUTIES.-The task force shall-
(1) identify, review, and, as appropriate, determine whether 

there are gaps in or inconsistencies between best practices 
for pain management (including chronic and acute pain) devel
oped or adopted by Federal agencies; 

(2) not later than 1 year after the date on which the 
task force is convened under subsection (b), propose updates 
to best practices and recommendations on addressing gaps or 
inconsistencies identified under paragraph (1), as appropriate, 
and submit to relevant Federal agencies and the general public 
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such proposed updates and recommendations, taking into 
consideration-

(A) existing pain management research and other rel
evant research; 

(B) recommendations from relevant conferences and 
existing relevant evidence-based guidelines; 

(C) ongoing efforts at the Stata and local levels and 
by medical professional organizations to develop improved 
pain management strategies, including consideration of dif
ferences within and between classes of opioids, the avail
ability of opioids with abuse deterrent technology, and 
pharmacological, nonpharmacological, and medical device 
alternatives to opioids to reduce opioid monotherapy in 
appropriate cases; 

(D) the management of high-risk populations who 
receive opioids in the course of medical care, other than 
for pain management; 

(E) the 2016 Guideline for Prescribing Opioids for 
Chronic Pain issued hy the Centers for Disease Control 
and Prevention; and 

(F) private sector, State, and local government efforts 
related to pain management and prescribing pain medica
tion· 
(3) provide the public with at least 90 days to submit 

comments on any proposed updates and recommendations 
under paragraph (2); and 

( 4) develop a strategy for disseminating information about 
best practices for pain management (including chronic and 
acuta pain) to stakeholders, if appropriata. 
(f) LIMITATION.-The task force shall not have rulemaking 

authority. 
(g) SUNSET.-The task force under this section shall sunset 

after 3 years. 

SEC. 102. AWARENESS CAMPAIGNS. 

(a) IN GENERAL.-The Secretary of Health and Human Services, 
in coordination with the heads of other departments and agencies, 
shall, as appropriate, through existing programs and activities, 
advance the education and awareness of the public (including pro
viders, patients, and consumers) and other appropriate entities 
regarding the risk of abuse of prescription opioids if such drngs 
are not taken as prescribed. 

(b) ToPics.-The education and awareness campaigns under 
subsection (a) shall address---

(1) the dangers of opioid abuse; 
(2) the prevention of opioid abuse, including throngh safe 

disposal of prescription medications and other safety pre
cautions; and 

(3) the detaction of early warning signs of addiction. 
(c) OrHER REQmREMENTS.-The education and awareness cam

paigns under subsection (a) shall, as appropriate-
(I) take into account any association between prescription 

opioid abuse and heroin use; 
(2) e~phasize--

(A) the similarities between heroin and prescription 
opioids; and 
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(B) the effects of heroin and prescription opioids on 
the human body; and 
(3) bring greater public awareness to the dangerous effects 

of fentanyl when mixed with heroin or abused in a similar 
manner. 

SEC. 103. COMMllNITY-BASED COALITION ENHANCEMENT GRANTS TO 
ADDRESS LOCAL DRUG CRISES. 

(a) DEFINITIONS.-ln this section: 
(1) ADMINISTRATOR.-The tenn "Administrator" means the 

Administrator of the Substance Abuse and Mental Health Serv
ices Administration. 

(2) DIRECTOR.-The term "Director" means the Director 
of the Office of National Drug Control Policy. 

(3) DRUG-FREE COMMUNITIES Ar:fr OF 1997.-The term "Drug
Free Communities Act of 1997" means chapter 2 of the National 
Narcotics Leadership Act of 1988 (21 U.S.C. 1521 et seq.). 

(4) ELIGmLE ENTITY.-The term "eligible entity'' means an 
organization that-

(A) on or before the date of submitting an application 
for a grant under this section, receives or has received 
:n_fant under the Drug-Free Commwrities Act of 1997; 

(B) has documented, using local data, rates of abuse 
of opioids or methamphetamine• at levels that are-

(i) significantly higher than the national average 
as determined by the Secretary (including appropriate 
consideration of the results of the Monitoring the 
Future Survey published by the National Institute on 
Drug Abuse and the National Survey on Drug Use 
and Health published by the Substance Abuse and 
Mental Health Services Administration); or 

(ii) higher than the national average, as deter
mined by the Secretary (including appropriate consid
eration of the results of the surveys described in clause 
(i)), over a sustained period of time. 

(5) EMERGING DRUG ABUSE ISSUE.-Th.e term "emerging 
drug abuse issue" means a substance use disorder within an 
area involving-

(A) a sudden increase in demand for particolar drug 
abuse treatment services relative to previous demand; and 

(B) a lack of resources in the area to address the 
emerging problem. 
(6) LoCAL DRUG CRISIS.-The term '1ocal drug crisis" 

means, with respect to the area served by an eligible entity
(A) a sudden increase in the abuse of opioids or 

methamphetamines, as documented by local data; 
(B) the abuse of prescription medications, specifically 

opioids or methamphetamines, that is significantly higher 
than the national average, over a sustained period of time, 
as documented by local data; or 

(C) a sudden increase in opioid-related deaths, as docu
mented by local data. 
(7) OPIOID.-The term "opioid" means any drug having 

an addiction-forming or addiction-sustaining liability similar 
to morphine or being capable of conversion into a drug having 
such addiction-forming or addiction-sustaining liability. 
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(b) PROGRAM AUTHORIZED.-The Director, in coordination with 
the Administrator, may make grants to eligible entities to imple
ment comprehensive community-wide strategies that address local 
dru.g crises and emerging drug abuse issues within the area served 
by the eligible entity. 

(c) APPLICATION.-
(1) 1N GENERAL.-An eligible entity seeking a grant under 

this section sbell submit an application to the Director at 
such time, in such manner, and accompanied by such informa
tion as the Director may require. 

(2) CRITERIA.-As part of an application for a grant under 
this section, the Director shall require an eligible entity to 
submit a detailed, comprehensive, multisector plan for 
addressing the local drug crisis or emerging drug abuse issue 
within the area served by the eligible entity. 
(d) UsE OF Fmms.-An eligible entity shall use a grant received 

under this secti.on-
(1) for programs designed to implement comprehensive 

community-wide prevention strategies to address the local drug 
crisis in the area served by the eligible entity, in accordance 
with the plan submitted under subsection (c)(2); 

(2) to obtain specialized training and technical assistance 
from the organization funded under section 4 of Public Law 
107--1!2 (21 U.S.C. 1521 note); and 

(3) for programs designed to implement com_prehensive 
~om..m~ty-wide str3;tegies to address emerging drug abuse 
Issues m the commumty. 
(e) SUPPLEMENT NoT SUPPLANT.-An eligible entity shall use 

Federal funds received under this section only to supplement the 
funds that would, in the absence of those Federal funds, be made 
available from other Federal and non-Federal sources for the activi
ties described in this section, and not to supplant those funds. 

(f) EVALUATION.-A grant under this section shall be subject 
to the same evaluation requirements and procedures as the evalua
tion requirements and procedures imposed on the recipient of a 
grant under the Drug-Free Communities Act of 1997, and may 
also include an evaluation of the effectiveness at reducing abuse 
of opioids or methampheta.mines. 

(g) LIMITATION ON ADMINISTRATIVE El<PENBES.-Not more than 
8 percent of the amounts made available to carry out this section 
for a fiscal year may be used to pay for administrative expenses. 

(h) DELEGATION AUTHORITY.-The Director may enter into an 
interagency agreement with the Administrator to delegate authority 
for the execution of grants and for such other activities as may 
be necessary to carry out this section. 

(i) AUTHOIDZATION OF APPR.oPRIATIONS.-For the purpose of 
~ out this section, there are authorized to be appropriated 
$5,000,000 for each of fiscal years 2017 through 2021. 

SEC. 104. INFORMATION MATERIALS AND RESOURCES TO PREVENT 
ADDICTION RELATED TO YOUTH SPORTS INJURIES. 

(a) REPORT.-The Secretary of Health and Human Services 
(referred to in this section as the "Secretary") sball1 . not later 
than 24 months after the date of the enactment of t.n:iB section, 
make publicly available on the appropriate website of the Depart
ment of Health and Human Services a report determining the 
extent to which informational materials and resources described 
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in subsection (c) are available to teenagers and adolescents who 
play youth sports, families of such teenagers and adolescents, 
nurses, youth sports groups, and relevant health care provider 
groups. 

(b) DEVELOPMENT OF INFORMATIONAL MATERIALS AND 
RESOURCES.-The Secretary may, for p~oses of preventing sub
stance use disorder in teenagers and adolescents who are injured 
playing youth sports and are subsequently prescribed an opioid, 
not later than 12 months after the report is made publicly available 
under subsection (a), and taking into consideration the findings 
of such report and in coordination with relevant health care provider 
groups, facilitate the development of informational materials and 
resources described in subsection (c) for teenagers and adolescents 
who play youth sports, families of such teenagers and adolescents, 
nurses, youth sports groups, and relevant health care provider 
groups. 

(c) MA.TERIA18 AND RESOURCES DESCRIBED.-For puryoses of 
this section, the informational materials and resources described 
in this subsection are informational materials and resources with 
respect to youth sports injuries for which opioids are potentially 
prescribed, including materials and resources focused on the risks 
associated with opioid use and misuse, treabnent options for such 
injuries that do not involve the use of opioids, and how to seek 
treatment for addiction. 

(d) No ADDITIONAL FuNns.-No additional funds are authorized 
to be appropriated for the purpose of carrying out this section. 
This section shall be carried out using amounts otherwise available 
for such purpose. 
SEC. 105. ASSISTING VETERANS WITH MILITARY EMERGENCY MEDICAL 

TRAINING TO MEET REQUIRJ!MI!NT FOR BECOMING 
CIVILIAN HEALTH CARE PROFESSIONAU!. 

Part B of title III of the Public Health Service Act (42 U.S.C. 
243 et seq.) is amended by inserting after section 314 the following: 
"SEC. 315. ASSISTING VETERANS WITH MILITARY EMERGENCY MED

ICAL TRAINING TO MEET REQUIIIEMENTS FOR BECOMING 
CIVILIAN HEALTH CARE PROFESSIONAU!. 

"(a) l'ROGRAM.-
"(1) IN GENERAL.-The Secretary may establish a program, 

in consultation with the Secretary of Labor, consisting of 
awarding demonstration grants to States to streamline State 
requirements and procedures in order to assist veterans who 
held certain military occupational specialties related to medical 
care or who have completed certain medical training while 
serving in the Armed Forces of the United States to meet 
certification, licensure, and other requirements applicable to 
civilian health care _Professions (such as emergency medical 
technician, paramedic, licensed practical nurse, registered 
nurse, physical therapy assistant, or physician assistant profes
sions) in the State. 

"(2) CONSULTATION AND COLLABORATION .-In determining 
the eligible military occupational specialties or training courses 
and the assistance required as described in paragraph (1), 
the Secretary shall consult with the Secretary of Defense, the 
Secretary of Veterans Affairs, and the Assistant Secretary of 
Labor for Veterans' Employment and Training, and shall 
collaborate with the initiatives carried out under section 4114 
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of title 38, United States Code, and sections 1142 through 
1144 of title 10, United States Code. 
"(b) USE OF FuNDs.-Amounts received as a demonstration 

grant under this section shall be used to--
"(1) prepare and implement a plan to streamline State 

requirements and procedures as described in subsection (a), 
includin by-

~(A) determining the extent to which the reqnirements 
for the education, training, and skill level of civilian health 
care professions (such as emergency medical technicians, 
paramedics, licensed practical nurses, registered nurses, 
physical therapy assistants, or physician assistants) in the 
State are equivalent to requirements for the education, 
training, and skill level of veterans who served in medical 
related fields while a member of the Armed Forces of 
the United States; and 

"(B) identifying methods, such as waivers, for veterans 
who served in medical related fields while a member of 
the Armed Forces of the United States to forgo or meet 
any such equivalent State requirements; and 
"(2) if necessary to meet workforce shortages or address 

gaps in education, training, or skill level to meet certification, 
licensure or other requirements applicable to becoming a 
civilian health care professional (such as an emergency medical 
technician, paramedic, licensed practical nurse, registered 
nurse, physical therapy assistant, or physician assistant profes
sions) in the State, develop or expand career pathways at 
institutions of higher education to support veterans in meeting 
such requirements. 
"(c) REPORT.-Upon the completion of the demonstration pro

gram under this section, the Secretary shall submit to Congress 
a rev.ort on the program. 

'(d) F'uNDING.-No additional funds are authorized to be appro
priated for the purpose of carrying out this section. This section 
shall be carried out using amounts otherwise available for such 
purpose. 

"(e) SUNSET.-The demonstration program under this section 
shall not exceed 5 years.". 

SEC. 108. FDA OPIOID ACTION PLAN. 

(a) IN GENERAL.-
(!) NEW DRUG APPLICATION.-

(A) IN GENERAL.--Subject to subparagraph (B), prior 
to the approval pursuant to an application submitted under 
section 505(b) of the Federal Food, Drug, aod Cosmetic 
Act (21 U.S.C. 355(b)) of a new drug that is an opioid, 
the Secretary of Health and Humao Services (referred to 
in this section as the "Secretary") shall refer the application 
to an advisory committee of the Food and Drug Administra
tion to seek recommendations from such advisory com
mittee. 

(B) PuBLIC HEALTH EXEMPl'ION.-A referral to ao 
advisory committee under subparagraph (A) is not reqnired 
with respect to a new opioid drug or drugs if the Sec
retary-

(i) finds that such a referral is not in the interest 
of protecting aod promoting public health; 
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(ii) finds that such a referral is not necessary 
based on a review of the relevant scientific information; 
and 

(iii) submits a notice containing the rationale for 
such findings to the Committee on Health, Education, 
Labor, and Pensions of the Senate and the Committee 
on Energy and Commerce of the House of Representa
tives. 

(2) PEDIATRIC OPIOID LABELING.-The Secretary sball con
vene the Pediatric Advisory Committee of the Food and Drug 
Administration to seek recommendations from such Committee 
regarding a framework for the inclusion of information in the 
labeling of drugs that are opioids relating to the use of such 
drugs in pediatric populations before the Secretary approves 
any labelinll or change to labeling for any drug that is an 
opioid intentled for use in a pediatric population. 

(3) SUNSET.-The reqwrements of paragraphs (1) and (2) 
shall cease to be effective on Oetober 1, 2022. 
(b) PRESCRIBER EDUCATION.-Not later than 1 year after the 

date of the enactment of this Act, the Secretary, acting through 
the Commissioner of Food and Drugs, as part of the Food and 
Drug Administration's evaluation of the Extended-Release/Long
Acting Opioid Analgesics Risk Evaluation and Mitigation Strategy, 
and in consultation with relevant stakeholders, shall develop rec
ommendations regardi~ education programs for prescribers of 
opioids purauant to section 50&--1 of the Federal Food Drug, and 
Cosmetic Act (21 U.S.C. 355-1), including recommendations on-

(1) which prescribers should participate in such programs; 
and 

(2) how often participation in such programs is necessary. 
(c) GUIDANCE ON EvALUATING THE ABUSE DETERRENCE OF 

GENERIC SOLID ORAL 0PIOID DRUG P&ODUCTS.-Not later than 
18 months after the end of the period for public comment on 
the draft guidance entitled "General Princij!les for Evaluating the 
Abuse Deterrence of Generic Solid Oral Upioid Drug Products" 
issued by the Center for Drug Evaluation and Research of the 
Food and Drug Administration in March 2016, the Commissioner 
of Food and Druge shall publish in the Federal Register a final 
version of such guidance. 
SEC.107. IMPROVING ACCESS TO OVERDOSE TREATMENT. 

(a) GRANTS FOR REDUCING OVERDOSE DEATHS.-Part D of title 
V of the Public Health Service Act (42 U.S.C. 290dd et seq.) is 
amended by adding at the end the following: 
"SEC. 1144. GRANTS FOR REDUCING OVERDOSE DEATHS. 

11(a) ESTABLISHMENT.-
"(!) IN GENERAL.-Tbe Secretary shall award grants to 

eligible entities to expand access to drugs or devices approved 
or cleared under the Federal Food, Drug, and Cosmetic Act 
for emergency treatment of known or suspected opioid overdose. 

"(2) MAxiMuM GRANT AMOUNT.-A grant awarded under 
this section may not be for more than $200,000 per grant 
year. 

"(3) ELIGIDLE ENTITY.-For p~ses of this section, the 
term 'eligible entity' means a Federally qualified health center 
(as de5ned in section 1861(aa) of the Social Security Act), 
an opioid treatment program uoder part 8 of title 42, Code 
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of Federal Regulations, any practitioner dispensing narcotic 
drugs pursuant to section 303(g) of the Controlled Substances 
Act, or any other entity that the Secretary deems appropriate. 

"(4) PRESCRIBING.-For purposes of this section, the term 
'prescribing' means, with respect to a drug or device approved 
or cleared under the Federal Food, Drug, and Cosmetic Act 
for emergency treatment of known or suspected opioid overdose, 
the practice of prescribing such drug or device-

"(A) in conjunction with an opioid prescription for 
patients at an elevated risk of overdose; 

"(B) in conjunction with an opioid agonist approved 
under section 505 of the Federal Food, Drug, and Cosmetic 
Act for the treatment of opioid use disorder; 

"(C) to the caregiver or a cloae relative of patients 
at an elevated risk of overdose from opioids; or 

"(D) in other circumstances in which a provider identi
fies a patient is at an elevated risk for an intentional 
or unintentional drug overdose from heroin or prescription 
opioid therapies. 

"(b) APPLICATION.-To he eligible to receive a grant under this 
section, an eligible entity shall submit to the Secretary, in such 
form and manner as specified by the Secretary, an application 
that describes-

"(!) the extent to which the area to which the entity will 
furnish services through use of the grant is experiencing signifi
cant morbidity and mortality caused by opioid abuse; 

"(2) the criteria that will he used to identify eligible patients 
to participate in such program; and 

"(3) a plan for sustaining the program after Federal support 
for the program has ended. 
"(c) UsE OF FuNns.-An eligible entity receiving a grant under 

this section may use amounts under the grant for any of the 
following activities, but may use not more than 20 percent of 
the grant funds for activities described in paragraphs (3) and ( 4): 

"(1) To esteblish a program for prescribing a drug or device 
approved or cleared under the Federal Food, Drug, and Cos
metic Act for emergency treatment of known or suspected opioid 
overdose. 

"(2) To train and _provide resources for health care providers 
and pharmacists on the prescribing of drugs or devices approved 
or cleared under the Federal Food, Drug, and Cosmetic Act 
for emergency treatment of known or suspected opioid overdose. 

"(3) To purchase drugs or devices approved or cleared under 
the Federal Food, Drug, and Cosmetic Act for emergency treat
ment of known or suspected opioid overdose, for distribution 
under the program described in paragraph (1). 

"(4) To offset the co-payments and other cost sharing associ
ated with drugs or devices approved or cleared under the Fed
eral Food, Drug, and Cosmetic Act for emergency treatment 
of known or suspected opioid overdose. 

"(5) To establish protocols to connect patients who have 
experienced a drug overdose with appropriate treatment, 
including medication-aasisted treatment and appropriate coun
seliiur and behavioral therapies. 
"(d) EvALUATIONS BY RECIPIENTS.-As a condition of receipt 

of a grant under this section, an eligible entity shall, for each 
year for which the grant is received, submit to the Secretary an 
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evaluation of activities funded by the grant which contains such 
information as the Secretary may reasonably require. 

"(e) REPoRTS BY THE SECRETARY.-Not later than 5 years after 
the date on which the first grant under this section is awarded, 
the Secretary shall submit to the appropriate committees of the 
House of Representatives and of the Senate a report aggregating 
the information received from the grant recipients for such year 
under subsection (d) and evaluating the outcomes achieved by the 
programs funded by grants awarded under this section. 

"(f) AUTHORIZATION OF APPROPRIATIONS.-There is authorized 
to be appropriated to carry out this section, $5,000,000 for the 
period of fiscal years 2017 through 2021.". 

(b) IMPRcVING AcCESS TC OvERDOSE TREATMENT.-
(!) INFORMATION ON BEST PRACTICES.-Not later than 180 

days after the date of enactment of this Act: 
(A) The Secretary of Health and Human Services may 

provide information to prescribers within Federally quali
fied health centers (as defined in paragraph ( 4) of section 
1861(aa) of the Social Security Act (42 U.S.C. 1395x(aa))), 
and the health care facilities of the lndian Health Service, 
on best practices for prescribing or co-prescribing a drug 
or device approved or cleared under the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) for emer
gency treatment of known or suspected opioid overdose, 
inclu~for patients receiving chronic opioid therapy and 
patients · treated for opioid use disorders. 

(B) The ecretary of Defense may provide information 
to prescribers within Department of Defense medical facili
ties on best practices for prescribing or co-prescribing a 
drug or device approved or cleared under the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) for emer
gency treatment of known or suspected opioid overdose, 
including for patients receiving chronic opioid therapy and 
patients being treated for opioid use disorders. 

(C) Tbe Secretary of Veterans Affairs may provide 
information to prescribers within Department of Veterans 
Affairs medical facilities on best practices for prescribing 
or co-prescribing a drug or device approved or cleared under 
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 
et seq.) for emergency treatment of known or suspected 
opioid overdose, including for patients receiving chronic 
opioid therapy and patients being treated for opioid use 
disorders. 
(2) RULE OF CONSTRUCTION.-Nothing in this subsection 

should be construed to establish or contribute to a medical 
standard of care. 

SEC. 108. NIH OPIOID RESEARCH. 

(a) IN GENERAL.-Tbe Director of the National lnstitutes of 
Health (referred to in this section as the "NIH") may intensifY 
and coordinate fundamental, translational, and clinical research 
of the NIH with respect to--

(1) the understanding of pain; 
(2) the discnvery ani! development of therapies for chronic 

pain; and 
(3) the development of alternatives to opioids for effective 

pain treatments. 
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(b) PRIORITY AND DIRECTION.-The prioritization and direetion 
of the Federally funded portfolio of pain research studies shall 
consider recommendations made by the Interagency Pain Research 
Coordinating Committee in concert with the Pain Management 
Best Practices Inter-Agency Task Force, and in accordance with 
the National Pain Strategy, the Federal Pain Research Strategy, 
and the NIH-Wide Strategic Plan for Fiscal Years 2016-2020, the 
latter of which calls for the relative burdens of individual diseases 
and medical disorders to be regarded as crucial considerations in 
balancing the priorities of the Federal research portfolio. 

SEC. 109. NATIONAL ALL SCHEDULES PRESCRlPTION ELECTRONIC 
REPORTING REAUTHORIZATION. 

(a) AMENDMENT TC PlmPoSE.-Paragraph (1) of eeetion 2 of 
the National All Schedules Prescription Electronic Repnrting Act 
of2005 (Public Law 10!Hi0) is amended to read as follows: 

"(1) foster the establishment of State-administered con
trolled substance monitoring systems in order to ensure that 
health care providers have access to the accurate, timely 
prescription history information that they may use as a tool 
for the early identification of patients at risk for addietion 
in order to initiate appropriate medical interventions and avert 
the tragic personal, family, and community consequences of 
untreated addiction; and". 
(b) AMENDMENTS TC CONTROLLED SUBSTANCE MONITORING PJID. 

GRAM.--Seetion 3990 of the Public Health Service Act (42 U.S.C. 
280g-3) is amended-

(1) in subseetion (a)(1}-
(A) in the matter preceding subparagraph (A), by 

inserting ", in consultation with the Administrator of the 
Substance Abuse and Mental Health Services Administra
tion and Director of the Centers for Disease Control and 
Prevention," after "the Secretary"; 

(B) in subparagraph (A), by striking "or"; 
(C) in subparagraph (B), by striking the period at 

the end and inserting "· or''· and 
(D) by adding at the end the following: 
"(C) to maintain an existing State-controlled substance 

monitoring program."; 
(2) by amending subseetion (b) to read as follows: 

"(b) MINIMuM REQUIREMENTS.-The Secretary shall maintain 
and, as appropriate, supplement or revise (after publishing proposed 
additions and revisions in the Federal Register and receiving public 
comments thereon) minimum requirements for criteria to be used 
by States for purposes of clauses (ii), (v), (vi), and (vii) of subsection 
(c)(1)(A)."; 

(3) in subseetion (c}-
(A) in paragraph (l)(B}-

(i) in the matter preceding clause (i), ~ striking 
"(a)(1)(B)" and inserting "(a)(1)(B) or (a)(1XC) ; 

(ii) in clause (i), by striking "program to be 
improved" and inserting "program to be improved or 
maintained"· 

(iii) by' redesigoating clauses (iii) and (iv) as 
clauses (iv) and (v), respeetively; 

(iv) by inserting after clause (ii), the following: 
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"(iii) a plan to apply the latest advances in health 
information technology, to the extent practicable, in 
order to incoryorate prescription drug monitoring pro
gram data drrectly mto the workflow of prescribers 
and dispensers to ensure timely access to patients' 
controlled prescription drug history;"; 

(v) in clause (iv) (as so redesignated), by striking 
"; and" and inserting the following: "and at least one 
health information tecbnolow system such as elec
tronic health records, health information exchanges, 
or a-prescribing systems;"; 

(vi) in clause (v) (as so redesignated)-
(!) by striking ''public health" and inserting 

"public health or salety"; and 
(II) by striking the period and inserting "; 

and"· and 
(vii) by adding at the end the following: 
"(vi) information, where applicable, on how the 

controlled substance monitoring program jointly works 
with the applicant's respective State substance abuse 
agency to ensure information collected and maintained 
by the controlled substance monitoring program is used 
to inform the provision of clinically appropriate sub
stance use disorder services to individuals in need."; 
(B) in paragraph (3)-

(i) by striking "If a State that submits" and 
inserting the following: 
"(A) lN GENERAL.-If a State that submits"; 

(ii) by inserting before the period at the end "and 
include timelines for full implementation of such inter
operability. The State shall also describe the manner 
in which it will achieve interoperability between its 
monitoring program and health information techoology 
systems, as allowable under State law, and include 
timelines for the implementation of such interoper
ability''; and 

(iii) by adding at the end the following: 
"(B) MONITORING OF EFFORTS.-The Secretary shall 

monitor State efforts to achieve interoperability, as 
described in subparagraph (A)."; and 

(C) in paragraph (5)-
(i) ~ striking "implement or improve" and 

inserting establish, improve, or maintain"; and 
(ii) by adding at the end the following: ''The Sec

retary shall redistribute any funds that are so returned 
among the remaining grantees under this section in 
accordance with the formula described in subsection 
(aX2)(B)."; 

(4) in subsection (d)-
(A) in the matter preceding paragraph (1)-

(i) by striking "In implement!~ or improving" and 
all that follows through "(a)(1XB) and inserting "In 
establishing, improving, or maintaining a controlled 
substance monitoring program under this section, a 
State shall comply, or with respect to a State that 
applies for a grant under subparagraph (B) or (C) 
of subsection (aXl)"; and 
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(ii) by striking "public health" and inserting "public 
health or safety"; and 
(B) by adding at the end the following: 

"(5) The State shall report on interoperability with the 
controlled substance monitoring program of Federal agencies, 
where appropriate, interopera6ility with health information 
technology systems such as electronic health records, health 
information exchanges, and a-prescribing, where appropriate, 
and whether or not the State provides automatic, up-to-date, 
or daily information about a patient when a practitioner (or 
the designee of a practitioner, where permitted) requests 
information about such patient."; 

(5) in subsections (e), (1)(1), and (g), by striking "imple
menting or improving" each place it appears and inserting 
"establishing, improving, or maintaining"; 

(6) in subsection (f}-
(A) in paragraph (1}--

(i) in subparagraph (B), by striking "misuse of 
a schedule II, III, or IV substance" and inserting 
"misuse of a controlled substance included in schedule 
II, III, or IV of section 202(c) of the Controlled Sub
stances Act"; and 

(ii) in subparagraph (D}--
(1) by inserting "a State substance abuse 

agency," after "State health department,"; and 
(II) by strikin;r "such department, program, 

or administration each place it appears ana 
inserting "such department, program, agency, or 
administration" in each such place; and 

(B) by adding at the end the following: 
"(3) EvALUATION AND REPORTING.--Subject to subsection 

(g), a State receiving a grant under subsection (a) shall provide 
the Secretary with aggregate data to enable the Secretary

"(A) to evaluate the success of the State's program 
in achieving its purposes; or 

"(B) to prepare and submit the report to Congress 
required by subsection (k)(2). 
"(4) RESEARCH BY OTHER ENTITIES.-A department, pro

gram, agency, or administration receiving nonidentifiable 
information under paragraph (1)(D) may make such information 
available to other entities for research purposes."; 

(7) by striking subsection (k); 
(8) by redesignating subsections (h) through (j) as sub

sections (i) through (k), respectively; 
(9) in subsections (cX1XA)(iv) and (d)(4), by striking "sub

section (h)" each place it appears and inserting "subsection 
(i)"; 

(10) by inserting after subsection (g) the following: 
"(h) EDUCATION AND ACCESS TO THE MONITORING 8YSTEM.

A State receiving a grant under subsection (a) shall take steps 
to--

"(1) facilitate prescriber and dispenser use of the State's 
controlled substance monitoring system, to the extent prac
ticable; and 

"(2) educate prescribers and dispensers on the benefits 
of the system."; 

(11) in subsection (k)(2)(A), as so redesignated-
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(A) in clause (ii), by striking "or affected" and inserting 
",established or strengthened initiatives to ensure linkages 
to substance use disorCler services, or affected"; and 

(B) in clause (iii), by striking "including an assessment'' 
and inserting "and between controlled substance moni
toring programs and health information technology sys
tems, including an assessment"; 
(12) in subsection (1)(1), by striking "establishment, 

implementation, or improvement" and inserting "establishment, 
improvement, or maintenance"; 

(13) in subsection (m)(B), by striking "and the District 
of Columbia" and inserting ", the District of Columbia, and 
any commonwealth or territory of the United States"; and 

(14) by amending subsection (n) to read as follows: 
"(n) AUTHORIZATION OF APPRoPRIATIONS.-To carry out this 

section, there are authorized to be appropriated, $10,000,000 for 
each of fiscal years 2017 through 2021.". 

SEC. 110. OPIOID OVERDOSE REVERSAL MEDICATION ACCESS AND 
EDUCATION GRANT PROGRAMS. 

(a) 1N GENERAL.-Part D of title V of the Public Health Service 
Act (42 U.S.C. 290dd et seq.), as amended by section 107, is further 
amended by adding at the end the following: 

"SEC. 545. OPIOID OVERDOSE REVERSAL MEDICATION ACCESS AND 
EDUCATION GRANT PROGRAMS. 

"(a) GRANTs TO STATES.-The Secretary shall make grants to 
Statest<>---

"(1) implement strategies for pharmacists to dispense a 
drog or device approved or cleared under the Federal Food, 
Dmg, and Cosmetic Act for emergency treatment of known 
or suspected opioid overdose, as appropriate, pursuant to a 
standing order; 

"(2) encourage pharmacies to dispense opioid overdose 
reversal medication pursuant to a standing order; 

"(3) develop or provide training materials that persons 
authorized to prescribe or dispense a drug or device approved 
or cleared under the Federal Food, Drug, and Coametic Act 
for emergency treatment of known or suspected opioid overdose 
may use to educate the public concerning-

"(A) when and how to safely administer such drug 
or device; and 

"(B) steps to be taken after administering such drug 
or device; and 
"( 4) educate the public concerning the availability of drugs 

or devices approved or cleared under the Federal Food, Drug, 
and Cosmetic Act for emergency treatment of known or sus
J?,ected opioid overdose without a person-specific prescription. 
'(b) CERTAIN REQUIREMENT.-A grant may be made under this 

section only if the State involved has authorized standing orders 
to be issued for drugs or devices approved or cleared under the 
Federal Food, Drug, and Cosmetic Act for emergency treatment 
of known or suspected opioid overdose. 

"(c) PREFERENCE IN MAKING GRANTS.-ln making grants under 
this section, the Secretary may give preference to States that have 
a significantly higher rate of opioid overdoses than the national 
average, and that-
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"(1) have not implemented standing orders regarding drugs 
or devices approved or cleared under the Federal Food, Drug, 
and Cosmetic Act for emergency treatment of known or sus
pected opioid overdose; 

"(2) authorize standing orders to be issued that permit 
community-based organizations, substance abuse programs, or 
other nonprofit entities to acquire, dispense, or administer 
drugs or devices approved or cleared under the Federal Food, 
Drug, and Cosmetic Act for emergency treatment of known 
or suspected opioid overdose; or 

"(3) authorize standing orders to be issued that permit 
police, fire, or emergency medical services agencies to acquire 
and administer drugs or devices approved or cleared under 
the Federal Food, Drug, and Cosmetic Act for emergency treat
ment of known or suspected opioid overdose. 
"(d) GRANT TERMs.-

"(1) NUMBER.-A State may not receive more than one 
grant under this section at a time. 

"(2) PERIOD.-A grant under this section shall be for a 
period of 3 years. 

"(3) LlMITATION.-A State may use not more than 20 per
cent of a grant under this section for educating the public 
pursuant to subsection (aX 4). 
"(e) Al'PLicATIONS.-To be eligible to receive a grant under 

this section, a State shall submit an application to the Secretary 
in such form and manner and containing such information as the 
Secretary may reasonably require, including detailed proposed 
expenditures of grant funds. 

11(f) R.EPoRTING.-A State that receives a grant under this sec
tion shall, at least annually for the duration of the grant, submit 
a report to the Secretary evaluating the progress of the activities 
supported through the grant. Such reports shall include information 
on the number of pharmacies in the State that dispense a drug 
or device approved or cleared under the Federal Food, Drug, and 
Cosmetic Act for emergency treatment of known or suspected opioid 
overdose under a standing order, and other information as the 
Secretary determines appropriate to evaluate the use of grant funds. 

"(g) DEFINITIONS.-In this section the term 'standing order' 
meanB a document prepared by a person authorized to prescribe 
medication that permits another person to acquire, dispense, or 
administer medication without a person-specific prescription. 

"(h) AUTHORIZATION OF APi'RoPRIATIONS.-
"(1) IN GENERAL.-To carry out this section, there are 

authorized to be appropriated $5,000,000 for the period of fiscal 
years 2017 through 2019. 

"(2) ADMINISTRATIVE COSTS.-Not more than 3 percent of 
the amounts made available to carry out this section may 
be used by the Secretary for administrative expenses of carcying 
out this section.". 
(b) TECHNICAL CLARIFICATION.-Effective as if included in the 

enactment of the Children's Health Act of 2000 (Public Law 106-
310), section 3405(a) of such Act (114 Stat. 1221) is amended 
by striking "Part E of title Ill" and inserting "Part E of title 
11I of the Public Health Service Act". 
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TITLE II-LAW ENFORCEMENT AND 
TREATMENT 

SEC. 201. COMPREHENSIVE OPIOID ABUSE GRANT PROGRAM. 

(a) COMPREHENSIVE 0PIOID ABUSE GRANT Pi!OGRAM.-
(1) IN GENERAL.-Title I of the Omnibus Crime Control 

and Safe Streets Act of 1968 (42 U.S.C. 3711 et seq.) is amended 
by adding at the end the following: 

"PART L~OMPREHENSIVE OPIOID ABUSE 
GRANT PROGRAM 

"SEC. 8021. DESCRIPTION. 

"(a) GRANTS AUTHORIZED.-From amounts made available to 
carry out this part, the Attorney General may make grants to 
States, uoits nf local government, and Indian tribes, for use by 
the State, uoit of local government, or Indian tribe to provide 
services primarily relating to opioid abuse, including for any one 
or more of the following: 

"(1) Developing, implementing, or expanding a treatment 
alternative to incarceration program, which may include---

"(A) prebookin\{ or postbooking components, wbicb may 
include the activities described in part DD or HH of this 
title· 

~(B) training for criminal justice agency personnel on 
substance use disorders and co-occurring mental illness 
and substance use disorders; 

"(C) a mental health court, including the activities 
described in part V of this title; 

"(D) a drug court, including the activities described 
in part EE of this title; 

"(E) a veterans treatment court program, including 
the activities described in subsection (i) of section 2991 
of this title; 

"(F) a focus on parents whose incarceration could result 
in their children entering the child welfare system; and 

"(G) a community-based substance use diversion pro-
11J.am sponsored by a law enforcement agency. 
(2) In the case of a State, facilitating or enhancing plan

ning and collaboration between State criminal justice agencies 
and State substance abuse agencies in order to more efficiently 
and effectively carry out activities or services described in any 
paragraph of this subsection that address problems related 
to opioid abuse. 

"(3) Providing training and resources for first responders 
on carrying and administering an opioid overdose reversal drug 
or device approved or cleared by the Food and Drug Administra
tion, and purchasing such a drug or device for first responders 
who have received such training to so carry and administer. 

"( 4) Locating or investigating illicit activities related to 
the unlawful distribution of opioids. 

"(5) Developing, implementing, or expanding a medication
assisted treatment program used or operated by a criminal 
justice agency, which may include training criminal justice 
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agency personnel on medication-assisted treatment, and car
rying out the activities described in part S of this title. 

"(6) In the case of a State, developing, implementing, or 
expanding a prescription drug monitoring program to collect 
and analyze data related to the prescribing of schedules II, 
III, and IV controlled substances through a centralized database 
administered by an authorized State agency, which includes 
tracking the dispensation of such substances, and providing 
for interoperability and data sharing with each other such 
program in each other State, and with any interstate entity 
that shares information between such programs. 

"(7) Developing, implementing, or expanding a program 
to prevent and address opioid abuse by juveniles. 

"(8) Developing, implementing, or expanding a program 
(which may include demonstration projects) to utilize tech
nology that provides a secure container for prescription drugs 
that would prevent or deter individuals, particularly adoles
cents, from gaining access to opioid medications that are law
fully prescribed for other individuals. 

"(9) Developing, implementing, or expanding a prescription 
drug take-back program. 

"(10) Developing, implementing, or expanding an integrated 
and comprehensive opioid abuse response program. 
"(b) CONTRACTS AND SUBAWARDS.-A State, unit oflocal govern

ment, or Indian tribe may, in using a grant under this part for 
purposes authorized by subsection (a), use all or a portion of that 
grant to contract with, or make one or more subawards to, one 
ormore---

"(1) local or regional organizations that are private and 
nonprofit, including faith-based organizations; 

"(2) units of local government; or 
"(3) tribal organizations. 

"(c) PRoGRAM AsSESSMENT COMPONENT; WAIVER.-
"(1) PRoGRAM ASSESSMENT COMPONENT.-Each program 

funded under this part shall contain a program assessment 
component, developed pursuant to guidelines established by 
the Attorney General, in coordination with the National 
Institute of Justice. 

"(2) WAIVER.-The Attorney General may waive the 
requirement of paragraph (1) with respect to a program if, 
in the opinion of the Attorney General, the program is not 
of sufficient size to justify a full program assessment. 
"(d) ADMINISTRATIVE COSTS.-Not more than 10 percent of a 

grant made under this part may be used for costs incurred to 
administer such grant. 

"(e) PERIOD.-The period of a grant made under this part may 
not be longer than 4 years, except that renewals and extensions 
beyond that period may be granted at the discretion of the Attorney 
General. 

"SEC. 3022. APPLICATIONS. 

"To request a grant under this part, the chief executive officer 
of a State, unit of local government, or Indian tribe shall submit 
an application to the Attorney General at such time and in such 
form as the Attorney General may require. Such application shall 
include the following: 
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"(1) A certification that Federal funds made available under 
this part will not be used to supplant State, local, or tribal 
funds, but will be used to increase the amounts of such funds 
that would, in the absence of Federal funds, be made available 
for the activities described in section 3021(a). 

"(2) An assurance that, for each fiscal year covered by 
an application, the applicant shall maintain and report such 
data, records, and information (programmatic and financial) 
as the Attorney General may reasonably require. 

"(3) A certification, made in a form acceptable to the 
Attorney General and executed by the chief executive officer 
of the applicant (or by another officer of the applicant, if quali
fied under regulations promulgated by the Attorney General), 
that--

"(A) the activities or services to be funded by the 
grant meet all the requirements of this part; 

"(B) all the information contained in the application 
is correct; 

"(C) there has been appropriate coordination with 
affected agencies; and 

"(D) the applicant will comply with all provisions of 
this part and all other applicable Federal laws. 
"( 4) An assurance that the applicant will work with the 

Drug Enforcement Administration to develop an integrated and 
comprehensive strategy to address opioid abuse. 

"SEC. 3023. REVIEW OF APPLICATIONS. 

''The Attorney General shall not finally disapprove any applica
tion (or any amendment to that application) submitted under this 
part without first affording the applicant reasonable notice of any 
deficiencies in the application and an opportunity for correction 
of any such deficiencies and reconsideration. 

"SEC. 3024. EQUITABLE DISTRIBUTION OF FUNDS. 

"In awarding grants under this part, the Attorney General 
shall distribute funds in a manner that--

"(1) equitably addresses the needs of underserved popu
lations, including rural and tribal communities; and 

"(2) focuses on communities that have been disproportion
ately impacted by opioid abuse as evidenced in part by-

"(A) high rates of primary treatment admissions for 
heroin and other opioids; 

"(B) high rates of drug poisoning deaths from heroin 
and other opioids; and 

"(C) a lack of accessibility to treatment providers and 
facilities and to emergency medical services. 

"SEC. 3026. DEFINITIONS. 

"In this part: 
"(1) The term 'first responder' includes a firefighter, law 

enforcement officer, paramedic, emergency medical technician, 
or other individual (including an employee of a legally organized 
and recognized volunteer organization, whether compensated 
or not), who, in the course of his or her professional duties, 
responds to fire, medical, hazardous material, or other similar 
emergencies. 
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"(2) The term 'medication-assisted treatment' means the 
use of medications approved b_y the Food and Drug Administra
tion for the treatment of opioid abuse. 

"(3) The term 'opioid' means any drug, including heroin, 
having an addiction-forming or addiction-sustallring liability 
similar to morphine or being capable of conversion into a drug 
ha~ such addiction-forming or addiction-sustaining liability. 

"( 4) The term 'schedule II, III, or IV controlled substance' 
means a controlled substance that is listed on schedule II 
schedule III, or schedule IV of section 202(c) of the Controlled 
Substances Act (21 U.S.C. 812(c)). 

"(5) The terms 'drug' and 'device' have the meanings given 
those terms in section 201 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 321). 

"(6) The term 'criminal justice agency' means a State, local, 
ortribal-

"(A) court; 
"(B) prison; 
"(C) 'ail; 
"(D) kw enforcement agency; or 
"(E) other agency that performs the administration 

of criminal justice, including prosecution, pretrial services, 
and community supervision. 
"(7) The term 'tribal organization' has the meaning given 

that term in section 4 of the Indian Self-Determination and 
Education Assistance Act (25 U.S.C. 450b). 

"(8) The term 'State substance abuse agency' has the 
meaning given that term in section 508(r)(6) of the Public 
Health Service Act (42 U.S.C. 290bb-1).". 

(2) AUTHORIZATION OF APPROPRIATIONS.-Section 1001(a) 
of title I of the Omnibua Crime Control and Safe Streets Act 
of 1968 (42 U.S.C. 3793(a)) is amended by inserting after para
graph (26) the following: 

"(27) There are authorized to be appropriated b:! carry 
out part LL $103,000,000 for each of fiscal years 2017 through 
2021.". 
(h) EMERGENCY FEDERAL LAW ENFORCEMENT AsSISTANCE.

Section 609Y(a) of the Justice Aseistance Act of 1984 (42 U.S.C. 
10513(a)) is amended by striking "September 30, 1984" and 
inserting 11September 30, 2021". 

(c) INCLUSION OF SERVICES FOR PREGNANT WOMEN UNDER 
FAMILY-BAsED SUBSTANCE ABUSE GRANTS.-Pert DD of title I of 
the Omnibus Crime Control and Safe Streets Act (42 U.S.C. 3797s 
et seq.) is amended-

(1) in section 2921(2), by inserting before the period at 
the end "or pregnant women"; and 

(2) in section 2927-
(A) in paragraph (1)(A), by inserting ''pregnant or" 

before "a parent"; and 
(B) in paragraph (3), by inserting "or pregnant women" 

after ''incarcerated parents". 
(d) GAO STuiJy AND REPORT ON FEDERAL AGENCY PRoGRAMS 

AND RESEARCH RELATIVE TO SUBSTANCE USE AND SUBSTANCE USE 
DISORDERS AMONG ADOLESCENTS AND YOUNG AnULTS.-

(1) STUDY.-The Comptroller General of the United States 
shall conduct a study on how Federal agencies, through grant 
programs, are addressing prevention of, treatment for, and 



S.524--21 

recovery from, substance use by, and substance use disorders 
among, adolescents and young adults. Such study shall include 
an analysis of each of the following: 

(A) The research that has heen, and is being, conducted 
or supported pursuant to grant programs operated by Fed
eral agencies on prevention of, treatment for, and recovery 
from substance use by and substance use disorders among 
adolescents and young adults, including an assessment of-

(i) such research relative to any unique cir
cumstances (including social and biological cir
cumstances) of adolescents and young adults that may 
make adolescent-specific and young adult-specific treat
ment protocols necessary, including any effects that 
substance use and substance use disorders may have 
on brain development and the implications for treat
ment and recovery; and 

(ii) areas of such research in which greater invest
ment or focus is necessary relative to other areas of 
such research. 
(B) Federal agency nonresearch programs and activi

ties that address prevention of, treatment for, and recovery 
from substance use by and substance use disorders among 
adolescents and young adults, including an assessment of 
the effectiveness of such programs and activities in pre
venting substance use by and substance use disorders 
among adolescents and young adults, treating such adoles
cents and young adults in a way that accounts for any 
unique circumstances faced by adolescents and young 
adults, and supports long-term recovery among adolescents 
and young adulta. 

(C) Gaps that have heen identified by officials of Fed
eral agencies or ~erts in the efforts supported by grant 
programs operated by Federal agencies relating to preven
tion of, treatment for, and recovery from substance use 
by and substance use disorders among adolescents and 
young adults, including gaps in research, data collection, 
and measures to evaluate the effectiveness of such efforts, 
and the reasons for such gaps. 
(2) REPORT.-Not later than 2 years after the date of enact

ment of this Act, the Comptroller General shall submit to 
the appropriate committees of the Congress a report containing 
the resulta of the study conducted under paragraph (1), 
including-

(A) a summary of the findings of the study; and 
(B) recommendations baaed on the resulta of the study, 

including recommendations for such areas of research and 
legislative and administrative action as the Comptroller 
General determines appropriate. 

SEC. 202. FIRST RESPONDER TRAINING. 

Part D of title V of the Public Health Service Act (42 U.S.C. 
290dd et seq.), aa amended by section 110, is further amended 
by adding at the end the following: 

"SEC. 548. FIRST RESPONDER TRAINING. 

"(a) PROGRAM AUTHORIZED.-The Secretary shall make grants 
to States, local governmental entities, and Indian tribes and tribal 
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organizations (as defined in section 4 of the Indian Self-Determina
tion and Education Assistance Act) to allow first responders and 
members of other key community sectors to administer a drug 
or device approved or cleared under the Federal Food, Drug, and 
Cosmetic Act for emergency treatment of knowo or suspected opioid 
overdose. 

"(b) Al'PLICATION.-
"(1) IN GENERAL.-An entity seeking a grant under this 

section shall submit an application to the Secretary-
"(A) that meets the criteria under paragraph (2); and 
"(B) at such time, in such manner, and accompanied 

by such information as the Secretary may require. 
"(2) CRITERIA.-An entity, in submitting an application 

under paragraph (1), shall-
"(A) describe the evidence-based methodology and out

come measurements that will be used to evaluate the pro
gram funded with a grant under this section, and specifi
cally explain how such measurements will provide valid 
measures of the impact of the program; 

"(B) describe how the program could be broadly rei>' 
licated if demonstrated to be effective; 

"(C) identify the governmental and community agencies 
with which the entity will coordinate to implement the 
program; and 

"(D) describe how the entity will ensure that law 
enforcement agencies will coordinate with their cor
responding State substance abuse and mental health agen
cies to identify protocols and resources that are available 
to overdose victims and families, including information on 
treatment and recovery resources. 

"(c) USE OF FuNDs.-An entity shall use a grant received under 
this section to--

"(1) make a drug or device approved or cleared under 
the Federal Food, Drug, and Cosmetic Act for emergency treat
ment of known or suspected opioid overdose available to be 
carried and administered by first responders and members 
of other key community sectors; 

"(2) train and provide resources for first responders and 
members of other key community sectors on carrying and 
administering a drug or device approved or cleared under the 
Federal Food, Drug, and Cosmetic Act for emergency treatment 
of known or suspected opioid overdose; and 

"(3) establish processes, protocols, and mechanisms for 
referral to appropriate treatment, which may include an out
reach coordinator or team to connect individuals receiving 
opioid overdose reversal drugs to followup services. 
"(d) TECHNICAL AsSISTANCE GRANTS.-The Secretary shall 

make a grant for the purpose of providing technical assistance 
and training on the use of a drug or device approved or cleared 
under the Federal Food, Drug, and Cosmetic Act for emergency 
treatment of known or suspected opioid overdose, and mechanisms 
for referral to appropriate treatment for an entity receiving a grant 
under this section. 

"(e) GEOGRAPHIC DisTRIBUTION.-in making grants under this 
section, the Secretary shall ensure that not less than 20 percent 
of grant funds are awarded to eligible entities that are not located 
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in metropolitan statistical areas (aa defined by the Office of Manage
ment ana Budget). The Secretary shall take into account the unique 
needs of rural communities, including communities with an 
incidence of individuals with opioid use disorder that is above 
the national average and communities with a shortage of prevention 
and treatment services. 

11(f) EVALUATION.-The Secretary shall conduct an evaluation 
of grants made under this section to determine-

"(!) the number of first responders and members of other 
key community sectors equipped with a drug or device approved 
or cleared under the Federal Food, Drug, and Cosmetic Act 
for emergency treatment of known or suspected opioid overdose; 

"(2) the number of opioid and heroin overdoses reversea 
by first responders and members of other key community sec
tors receiving training and supplies of a drug or device approved 
or cleared under the Federal Food, Drug, and Cosmetic Act 
for emergency treatment of known or suspected opioid overdose, 
through a grant received under this section; 

"(3) the number of responses to ~uests for services by 
the entity or subgrantee, to opioid and heroin overdose; and 

"( 4) the extent to which overdose victims and families 
receive information about treatment services and available data 
describing treatment admissions. 
"(g) AUTHORIZATION OF Ai'PRoPRIATIONS.-To carry out this 

section, there are authorized to be appropriated $12,000,000 for 
each of fiscal years 2017 through 2021.". 
SEC- 2tlB- PRESCRIPl'ION DRUG TAKE BACK EXPANSION. 

(a) DEFINITION OF COVERED ENTITY.-ln this section, the term 
"covered entity" means-

(1) a State, local, or tribal law enforcement agency; 
(2) a mannfacturer, distributor, or reverse distributor of 

prescription medications; 
(3) a retail pharmacy; 
( 4) a registered narcotic treatment program; 
(5) a hospital or clinic with an onsite pharmacy; 
(6) an eligible long-term care facility; or 
(7) any other entity authorized by the Drug Enforcement 

Administration to dispose of prescription medications. 
(b) PROGRAM AUTHORIZED.-The Attorney General, in coordina

tion with the Administrator of the Drug Enforcement Administra
tion, the Secretary of Health and Human Services, and the Director 
of the Office of National Drul!. Control Policy, shall coordinate 
with covered entities in expanainj or making available disposal 
sites for unwanted prescription medications. 

TITLE III-TREATMENT AND RECOVERY 
SEC. 301. EVIDENCE-BASED PRESCRIPTION OPIOID AND HEROIN 

TREATMENT AND INTERVENTIONS DEMONSTRATION-

Subpart 1 of part B of title V of the Public Health Service 
Act (42 U.S.C. 290bb et seq.) is amended by adding at the end 
the following: 
"SEC. 5148. EVIDENCE-BASED PRESCRIPTION OPIOID AND HEROIN 

TREATMENT AND INTERVENTIONS DEMONSTRATION-

"(a) GRANTS TO EXPAND ACCESS.-
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"(1) AUTHOIDTY TO AWARD GRANTS.-The Secretary shall 
award grants, contracts, or cooperative agreements to State 
substance abuse agencies, units of local government, nonprofit 
organizations, and Indian tribes and tribal organizations (as 
defined in section 4 of the Indian Self-Determination and Edu
cation Assistance Act) that have a high rate, or have had 
a rapid increase, in the use of heroin or other opioids, in 
order to permit such entities to expand activities, including 
an expansion in the availability of evidence-based medication
assisted treatment and other clinically appropriate services, 
with respect to the treatment of addiction io the specific geo
graphical areas of such entities where there is a high rate 
or rapid increase in the use of heroin or other opioids, such 
as in rural areas. 

"(2) NATURE OF ACTIVITIES.-Funds awarded under para
graph (1) shall he used for activities that are based on reliable 
scientific evidence of efficacy in the treatment of problems 
related to heroio or other opioids. 
"(b) APPL!CATION.-To he eligible for a grant, contract, or 

cooperative agreement under subsection (a), an entity shall submit 
an application to the Secretary at such time, in such manner, 
and accompanied by such information as the Secretary may reason
ably require. 

"(c) EVALUATION.-An entity that receives a grant, contract, 
or cooperative agreement under subsection (a) shall submit, in 
the application for such grant, contract, or agreement a plan for 
the evaluation of any project undertaken with funds provided under 
this section. Such entity shall provide the Secretary with periodic 
evaluations of the progress of such pr~ject and an evaluation at 
the completion of such project as the Secretary determines to be 
appro,Eriate. 

"(d) GEOGRAPHIC DISTRIBUTION.-In awarding grants, contracts, 
and cooperative agreements under this section, the Secretary shall 
ensure that not less than 15 percent of funds are awarded to 
eligible entities that are not located io metropolitan statistical 
areas (as defined by the Office of Management and Budget). The 
Secretary shall take ioto account the uniq,ue needs of ruraf commu
nities, including communities with an inCidence of individuals with 
opioid use disorder that is above the national average and commu
nities with a shortage of prevention and treatment services. 

"(e) ADDITIONAL ACTIVITIES.-In. administering grants, con
tracts, and cooperative agreements under subsection (a), the Sec
retary shall-

"(1) evaluate the activities supported under such sub
section; 

"(2) disseminate information, as appropriate, derived from 
evaluations as the Secretary considers appropriate; 

"(3) provide States1 Indian tribes and tribal organizations, 
and providers with tec.nnical assistance in connection with the 
provision of treatment of problems related to heroio and other 
opioids; and 

"( 4) fond only those applications that specifically support 
recovery services as a critical component of the program 
involved. 
"(!) AUTHOIDZATION OF APPROPRIATIONS.-To carry out this sec

tion, there are authorized to be appropriated $25,000,000 for each 
of fiscal yeara 2017 through 2021.". 
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SEC. 302. BUILDING COMMUNITIES OF RECOVERY. 

Part D of title V of the Public Health Service Act (42 U.S.C. 
290dd et seq.), as amended by section 202, is further amended 
by adding at the end the following: 

"SEC. 547. BUILDING COMMUNITIES OF RECOVERY. 

"(a) DEFINITION.-In this section, the term 'recovery community 
organization' means an independent nonprofit organization that-

"(1) mobilizes resources within and outside of the recovery 
community to increase the prevalence and quality of long
term recovery from substance use disorders; and 

"(2) is wholly or principally governed by people in recovery 
for substance use disorders who reflect the community served. 
"(b) GRANTS AUTHOIDZED.-The Secretary shell award grants 

to recovery community organizations to enable such organizations 
to develop, expand, and enhance recovery services. 

"(c) FEDERAL SHARE.-The Federal share of the costs of a pro
gram funded by a grant under this section may not exceed 50 
percent. 

"(d) USE OF Fmms.--Grants awarded under subsection (b}-
"(1) shall be used to develop, expand, and enhance commu

nity and statewide recovery support services; and 
"(2) may be used to-

"(A) build connections between recovery networks, 
between recovery community organizations, and with other 
recovery support services, including-

"(i) behavioral health providers; 
"(ii) primary care providers and physicians; 
"(iii) the criminal justice system; 
"(iv) employers; 
"(v) housing services; 
"(vi) child welfare agencies; and 
"(vii) other recovery support services that facilitate 

recovery from substance use disorders; 
"(B) reduce the stigma associated with substance use 

disorders; and 
"(C) conduct outreach on issues relating to substance 

use disorders and recovery, including-
"(i) identifying the signs of addiction; 
"(ii) the resources available to individuals strug

gling with addiction and to families with a family 
member struggling with, or being treated for, addiction, 
including programs that mentor and provide support 
services to children; 

"(iii) the resources available to help support 
individuals in recovery; and 

"(iv) related medical outcomes of substance use 
disorders, the potential of acquiring an infectious dis
ease from intravenous drug use, and neonatal 
abstinence syndrome among infants exposed to opioids 
during pregnancy. 

"(e) AUTHORIZATION OF APPRoPRIATIONS.-There are authorized 
to be appropriated to carry out this section $1,000,000 for each 
of fiscal years 2017 through 2021.". 
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SEC. 303. MEDICATION·ASSISTED TREATMENT FOR RECOVERY FROM 
ADDICTION. 

(a) IN GENERAL.-
(1) IN GENERAL.--Section 303(g)(2) of the Controlled Sub

stances Act (21 U.S.C. 823(g)(2)) is amended-
(A) in subparagraph (B), by striking clauses (i), (ii), 

and (iii) and inserting the following: 
"(i) The practitioner is a qualifying practitioner (as defined 

in subparagraph (G)). 
"(ii) With respect to patients to whom the practitioner 

will provide such drugs or combinations of drugs, the practi
tioner has the capacity to provide directly, by referral, or in 
such other manner as determined by the Secretary-

"(!) all drugs approved by the Food and Drug Adminis
tration for the treatment of opioid use disorder, including 
for maintenance, detoxification, overdose reversal, and 
rela~se rrevention; and 

(II appropriate counseling and other appropriate 
ancillary services. 
"(iii)(l) The total number of such patients of the practitioner 

at any one time will not exceed the applicable number. Except 
as provided in subclause (II), the applicable number is 30. 

"(II) The applicable number is 100 if, not sooner than 
1 year after the date on which the practitioner submitted 
the initial notification, the practitioner submits a second 
notification to the Secretary of the need and intent of the 
practitioner to treat up to 100 patients. 

"(III) The Secretary may by regulation change such 
applicable number. 

"(IV) The Secretary may exclude from the applicable 
number patients to whom such drugs or combinations of drugs 
are directly administered by the qualifying practitioner in tlie 
office setting."; 

(B) in subparagraph (D}-
(i) in clause (ii), by striking ''Upon receiving a 

notification under subparagraph (B)" and inseriing 
"Upon receivnw a determination from the Secretary 
under clause (rii) finding that a practitioner meets 
all requirements for a waiver under subparagraph (B)"; 
and 

(ii) in clause (iii}-
(!) by inserting "aod shall forward such deter

mination to the Attorney General" before the 
period at the end of the first sentence; and 

(II) by striking "physician" and inseriing 
"practitioner"; 

(C) in subparagraph (G}-
(i) b,y; amending clause (ii)(I) to read as follows: 

(I) The physician holds a board certification 
in addiction psychiatry or addiction medicine from 
the American Board of Medical Specialties."; 
(ii) by amending clause (ii)(II) to read as follows: 

"(II) The physician holds an addiction certifi
cation or board certification from the American 
Society of Addiction Medicine or the American 
Board of Addiction Medicine."; 
(iii) in clause (ii)(III), by striking "subspecialty"; 
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(iv) by amending clause (ii)(IV) to read aa follows: 
"(IV) The physician has, with respect to the treatment 

and management of opiate-dependent patients, completed 
not less than 8 hours of training (through classroom situa
tions, seminars at professional society meetings, electronic 
communications, or otherwise) that is provided by the 
American Society of Addiction Medicine, the American 
Academy of Addiction Psychiatry, the American Medical 
Association, the American Osteopathic Association, the 
American Psychiatric Association, or any other organization 
that the Secretary determines is appropriate for purposes 
of this subclause. Such training shall include--

"(aa) opioid maintenance and detoxification; 
"(bb) appropriate clinical use of all drugs approved 

by the Food and Drug Administration for the treatment 
of opioid use disorder; 

"(cc) initial and periodic patient assessments 
(including substance use monitoring); 

"(dd) individualized treatment planning, overdose 
reversal, and relapse prevention; 

"(ee) counseling and recovery support services; 
"(ft) staffing roles and considerations; 
"(gg) diversion control; and 
"(hh) other best practices, as identified by the Sec

retary."; and 
(v) by addiug at the end the following: 

"(iii) The term 'qualifying practitioner' means-
"(!) a qualifying physician, aa defined in clause (ii); 

or 
"(II) during the period beginniog on the date of enaci

ment of the Comprehensive Addiction and Recovery Act 
of 2016 and endiug on October 1, 2021, a qualifying other 
practitioner, as defined in clause (iv). 
"(iv) The tenn 'qualifying other practitioner' means a nurse 

practitioner or physician assistant who satisfies each of the 
following: 

"(I) The nurse practitioner or physician assistant is 
licensed under State law to prescribe schedule III, IV, 
or V medications for the treatment of pain. 

"(II) The nurse practitioner or physician assistant 
has-

"(aa) completed not fewer than 24 hours of initial 
training addressing each of the topics listed in clause 
(ii)(IV) (through classroom situations, seminars at 
professional society meetings, electronic communica
tions, or otherwise) provided by the American Society 
of Addiction Medicine, the American Academy of Addic
tion Psychiatry, the American Medical Association, the 
American Osteopathic Association, the American 
Nurses Credentialing Center, the American Psychiatric 
Association, the American Association of Nurse Practi
tioners, the American Academy of Physician Assist
ants, or any other organization that the Secretary 
determines is appropriate for purposes of this sub
clause; or 

"(bb) has such other training or experience as the 
Secretary determines will demonstrate the ability of 
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the nurse practitioner or physician assistant to treat 
and manage opiate-dependent patients. 
"(III) The nurse practitioner or physician assistant is 

supervised by, or works in collaboration with, a qualifying 
physician, if the nurse practitioner or physician assistant 
is required by State law to prescribe medications for the 
treatment of opioid use disorder in collaboration with or 
under the supervision of a physician. 

The Secretary may, by regulation, revise the requirements for 
being a qualifying other practitioner under this clause."; and 

(D) in subparagraph (H}-
(i) in clauae (i), by inserting after subclauae (II) 

the following: 
"(III) Such other elements of the requirements under this 

paragraph as the Secretary determines necessary for purposes 
of implementing such requirements."; and 

(ii) by amending clause (ii) to read as follows: 
"(ii) Not later than 18 months after the date of enactment 

of the Opioid Use Disorder Treatment Expansion and Modernization 
Act, the Secretary shall update the treatment improvement protocol 
containing best practice guidelines for the treatment of opioid
dependent patients in office-based settings. The Secretary shall 
update such protocol in consultation with experts in opioid use 
disorder research and treatment.". 

(2) OPIOID DEFINED.--Section 102(18) of the Controlled Sub
stances Act (21 U.S.C. 802(18)) is amended by inserting "or 
'opioid'" after "The tenn 'opiate'". 

(3) REPORTS TO CONGRESS,-
(A) IN GENERAL.-Not later than 3 years after the 

date of enactment of this Act and not later than 3 years 
thereafter, the Secretary of Health and Human Services, 
in consultation with the Drug Enforcement Administration 
and experts in opioid use disorder research and treatment, 
shall-

(i) perform a thorough review of the provision of 
opioid use disorder treatment services in the United 
States, including services provided in opioid treatment 
programs and other specialty and nonspecialty set
tings; and 

(ii) submit a report to the Congress on the findings 
and conclusions of such review. 
(B) CoNTENTs.-Each report under subparagraph (A) 

shall include an assessment of-
(i) compliance with the requirements of section 

303(g)(2) of the Controlled Substances Act (21 U.S.C. 
823(g)(2)), as amended by this section; 

(ii) the measures taken by the Secretary of Health 
and Human Services to ensure such compliance; 

(iii) whether there is further need to increase or 
decrease the number of patients a practitioner, pursu
ant to a waiver under section 303(g)(2) of the Con
trolled Substances Act (21 U.S.C. 823(g)(2)), is per
mitted to treat; 

(iv) the extent to which, and proportions with 
which, the full range of Food and Drug Administration
approved treatments for opioid use disorder are used 
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in routine health care settings and specialty substance 
use disorder treatment settings; 

(v) access to, and use o:(, counseling and recovery 
support services, including the percentage of patients 
receiving such services; 

(vi) changes in State or local policies and legisla
tion relating to opioid use disorder treatment; 

(vii) the use of prescription drug monitoring pro
grams by yractitioners who are permitted to dispense 
narcotic drugs to individuals pursuant to a waiver 
described in clause (iii); 

(viii) the findings resulting from inspections by 
the Drug Enforcement Administration of practitioners 
described in clause (vii); and 

(ix) the effectiveness of cross-agency collaboration 
between Department of Health and Human Services 
and the Drug Enforcement Administration for 
expanding effective opioid use disorder treatment. 

(b) STATE FLExmiiJTY.--Section 303(g)(2) of the Controlled Sub
stances Act (21 U.S.C. 823(~)(2)) is amended by striking subpara
graphs (I) and (J), and inserting the following: 

"(!) Notwithstanding section 708, nothing in this paragraph 
shall be construed to preempt any State law thst-

"(i) permits a qualifying practitioner to dispense narcotic 
drugs in schedule III, IV, or V, or combinations of such drugs, 
for maintenance or detoxification treatment in accordance with 
this paragraph to a total number of patients that is more 
than 30 or less than the total number applicable to the quali
fying practitioner under subparagraph (B)(iiiXII) if a State 
enacte a law modifying such total number and the Attorney 
General is notified by the State of such modification; or 

"(ii) requires a qualifying practitioner to comply with addi
tional requirements relating to the dispensing of narcotic drugs 
in schedule III, IV, or V, or combinations of such drugs, 
including requirements relating to the practice setting in which 
the qualifying practitioner ,practices and education, training, 
and reporting requirements . . 
(c) UPDATE REGULATIONS.-Not later than 18 months after 

the date of enactment of this Act, the Attorney General and the 
Secretary of Health and Human Services, as appropriate, shall 
update regulations regarding practitioners described in subsection 
(a)(3XBXvii) (as amended by this section) to include nurse practi
tioners and physician assistants to ensure the quality of patient 
care and prevent diversion. 

TITLE IV-ADDRESSING COLLATERAL 
CONSEQUENCES 

SEC. 401. GAO REPORT ON RECOVERY AND COLLATERAL CON
SEQUENCRS. 

(a) REPoRT REQUIRED.-Not later than 1 year after the date 
of enactment of this Act, the Comptroller General of the United 
States shall submit to the Committee on the Judiciary of the Senate 
and the Committee on the Judiciary of the House of Representatives 
a report that-
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(1) describes the collateral consequences for individuals 
with convictions for nonviolent drug-related offenses; 

(2) describes the effect of the collateral consequences 
described in paragraph (1) on individuals in resuming their 
personal and professional activities, especially, to the extent 
data are available, the effect on indiviauals who are partici
pating in or have completed a recovery program for a substance 
use disorder; 

(3) discusses policy bases and justifications for imposing 
collateral consequences on individuals convicted of nonviolent 
drug-related offenses identified under paragraph (1); and 

( 4) provides perspectives on the potential for mitigating 
the effect of the collateral consequences described in paragraph 
(1) on individuals who are participating in or have completed 
a recovery program, while also taking into account the policy 
interests described in paragraph (3). 
(b) DEFINITION.-In this section, the term "collateral con

sequence"-
(1) means a penalty, disability, or disadvantage imposed 

upon an individual as a result of a criminal conviction for 
a drug-related offense--

(A) automatically by operation of law; or 
(B) by authorized action of an administrative agency 

or court on a case-by-case basis; and 
(2) does not include a direct consequence imposed as part 

of the judgment of a court at sentencing, including a term 
of imprisonment or community supervision, or a fine. 

TITLE V-ADDICTION AND TREATMENT 
SERVICES FOR WOMEN, FAMILIES, 
AND VETERANS 

SEC. 601. IMPROVING TREATMENT FOR PREGNANT AND POSTPARTUM 
WOMEN. 

(a) GENERAL AMENDMENTS TO THE RESIDENTIAL TREATMENT 
PRoGRAM FOR !'REGNANT AND POSTPARTUM WOMEN.--Section 508 
of the Public Health Service Act (42 U.S.C. 290bb-1) is amended

(1) in subsection (a}-
(A) in the matter preceding paragraph (1}-

(i) by inserting "(referred to in this section as 
the 'Director')" after "Substance Abuse Treatment"; 

(ii) by striking "grants, cooperative agreement," 
and inserting "grants, including the grants under sub
section (r), cooEerative agreements"; and 

(iii) by striking "for substance abuse" and inserting 
"for substance use disorders"; and 
(B) in paragraph (1), by inserting "or receive outpatient 

treatment services from" after "reside in"; 
(2) in subsection (bX2), by inserting "and her children" 

before the period at the end; 
(3) in subsection (c}-

(A) in earagraph (1), by striking "to the woman of 
the services and inserting "of services for the woman and 
her children"; and 

(B) in paragraph (2}-
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(i) in subparagraph (A), by striking "substance 
abuse" and inserting "substance use disorders"· and 

(ii) in subJ'aragraph (B), by striking "such a\n;;;e• 
and inserting such a disorder"; 

(4) in subsection (d)-
(A) in paragraph (3XA), by striking "maternal sub

stance abuse" and inserting "a maternal substance use 
disorder"; 

(B) by amending paragraph (4) to read as follows: 
"( 4) Providing therapeutic, comprehensive child care for 

children during the periods in which the woman is engaged 
in therapy or in other necessary health and rehabilitative activi
ties."; 

(C) in paragraphs (9), (10), and (11), by striking 
"women" each place such term appears and inserting 
"woman"· 

(D) ;;, paragraph (9), by striking "units" and inserting 
"unit"· and 

(E) in paragraph (11)-
(i) in subparagraeh (A), by striking "their cbildren" 

and inserting "any child of such woman"; 
(ii) in subparagraph (B), by striking "; and" and 

inserting a semicolon; 
(iii) in subpar!H!raph (C), by striking the period 

and inserting "· and't.' and 
(iv) by adding at'the end the following: 

"(D) family reunification with children in kinabip or 
foster care arrangements, where safe and appropriate."; 
(5) in subsection (e)-

(A) in paragraph (1)-
(i) in the matter preceding subparagra!'b (A), by 

striking "substance abuse" and inserting substance 
use disorders"· and 

(ii) in subparagral;'h (B), by striking "substance 
abuse" and inserting substance use disorders"; and 
(B) in paragraph (2)-

(i) by striking "(A) Subject" and inserting the fol
lowing: 
"(A) IN GENERAL. -Subject"; 

(ii) in subparagraph (B)-
(I) by striking "(B)(i) In the case" and inserting 

the following: 
"(B) WAIVER OF PARTICIPATION AGREEMENTS.

"(i) IN GENERAL.-In the case"; and 
(II) by striking "(ii) A determination" and 

inserting the following: 
"(ii) DONATIONS.-A determination"; and 
(iii) by striking "(C) With respect" and inserting 

the following: 
"(C) NONAPPLICATION OF CERTAIN REQUIREMENTS.

With res_pect"· 
(6) in subsection (g)-

(A) by striking "who are engaging in substance abuse" 
and inserting "wlio have a substance use disorder"; and 

(B) by striking "such abuse" and inserting "such dis
order"; 
(7) in subsection G)-
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(A) in the matter preceding paragraph (1), by striking 
"to on" and inserting "to or on"; and 

(B) in paragraph (3), by striking "Office for" and 
inserting "Office of'; 
(8) by amending subsection (m) to read as follows: 

"(m) ALLocATION OF AWARDS.-In making awards under sub
section (a), the Director shall give priority to an applicant that 
agrees to use the award for a program serving an area that is 
a rural area, an area designated under section 332 by the Secretary 
as a health professional shortage area, or an area determined 
by the Director to have a shortage of family-based substance use 
disorder treatment options."; and 

(9) in subsection (q)-
(A) in paragraph (3), by striking ''funding agreement 

under subsection (a)" and inserting "funding agreement"; 
and 

(B) in paragraph (4), by striking "substance abuse" 
and inserting "a substance use disorder". 

(b) REAUTHORIZATION OF Pi!OGRAM.--Section 508 of the Public 
Health Service Act (42 U.S.C. 290bb-1), as amended by subsection 
(a), is further amended-

(1) in subsection (p), in the first sentence, by inserting 
"(other than subsection (r))" after "section"; and 

(2) in subsection (r), by striking "such sums" and all that 
follows through "2003" and inserting "$16,900,000 for each 
of fiscal years 2017 through 2021". 
(c) PiLOT PROGRAM GRANTS FOR STATE SUBSTANCE ABUSE 

AGENCIES.-
(1) IN GENERAL.--Section 508 of the Public Health Service 

Act (42 U.S.C. 290bb-1), as amended by subsections (a) and 
(b), is further amended-

(A) by redesignating subsection (r), as amended by 
subsection (b), as subsection (s); and 

(B) by inserting after subsection (q) the following new 
subsection: 

"(r) PILoT PRoGRAM FOR STATE SUBSTANCE .ABUSE A.GENCIES.-
"(1) IN GENERAL.-From amounts made available under 

subsection (s), the Director of the Center for Substance Abuse 
Treatment shall carry out a pilot program under which competi
tive grants are made by the Director to State substance abuse 
agencies-

"(A) to enhance flexibility in the use of funds designed 
to support family-based services for pregnant and 
postpartum women with a primary diagnosis of a substance 
use ilisord.er, including opioid use disorders; 

"(B) to help State substance abuse agencies address 
identified gaps in services furnished to such women along 
the continuum of care, including services provided to 
women in nonresidential-based settings; and 

"(C) to promote a coordinated, effective, and efficient 
State system managed by State substance abuse agencies 
by encouraging new approaches and models of service 
delivery. 
"(2) REQUIREMENTS.-In carrying out the pilot program 

under this subsection, the Director shall-
"(A) require State substance abuse agencies to submit 

to the Director applications, in such form and manner 
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and containing such information as specified by the 
Director, to be eligible to receive a grant under the pro
gram; 

"(B) identify, based on such submitted applications, 
State substance abuse agencies that are eligible for such 
grants; 

"(C) require services proposed to be furnished through 
such a grant to support family-based treatment and other 
services for pregnant and postpartum women with a pri
mary diagnosis of a substance use disorder, including opioid 
use disorders; 

"(D) not require that services furnished through such 
a grant be provided solely to women that reside in facilities; 

"(E) not require that grant recipients under the pro
gram make available through use of the grant all the 
services described in subsection (d); and 

"(F) consider not aEplying the requirements described 
in paragraphs (1) and (2) of subsection (0 to an applicant, 
depending on the circumstances of the applicant. 
"(3) REQUIRED SERVICES.-

"(A) IN GENERAL.-The Director shall specify a min
imum set of services required to be made available to 
eligible women through a grant awarded under the pilot 
program under this subsection. Such minimum set of serv
ices-

"(i) shall include the services requirements 
described in subsection (c) and be based on the rec
ommendations submitted under subparagraph (B); and 

"(ii) may be selected from among the services 
described in subsection (d) and include other services 
as appropriate. 
"(B) STAKEHOLDER INPUT.-The Director shall convene 

and solicit recommendations from stakeholders, including 
State substance abuse agencies, health care providers, per
sons in recovery from substance abuse, and other appro
priate individuals, for the minimum set of services 
described in subparagraph (A). 
"(4) DuRATION.-The pilot program under this subsection 

shall not exceed 5 years. 
"(5) EvALUATION AND REPORT TO CONGRESS.-

"(A) IN GENERAL.-The Director of the Center for 
Behavioral Health Statistics and Quality aball evaluate 
the pilot program at the conclusion of the first grant cycle 
funded by the pilot program. 

"(B) REPORT.-The Director of the Center for Behav
ioral Health Statistics and Quality, in coordination with 
the Director of the Center for Substance Abuse Treatment 
shall submit to the relevant committees of jurisdiction of 
the House of Representatives and the Senate a report 
on the evaluation under subparagraph (A). The report aball 
include, at a minimum-

"(i) outcomes information from the pilot program, 
including any resulting reductions in the use of alcohol 
and other drugs; 

"(ii) engagement in treatment services; 
"(iii) retention in the appropriate level and dura

tion of services; 
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"(iv) increased access to the use of medications 
approved by the Food and Drug Administration for 
the treatment of substance use disorders in combina
tion with counseling; and 

"(v) other appropriate measures. 
"(C) R.EcoMMENDATION.-The report under subpara

graph (B) shall include a recommendation by the Director 
of the Center for Substance Abuse Treatment as to whether 
the pilot program under this subsection should be extended. 
"(6) STATE SUBSTANCE ABUSE AGENCIES DEFINED.-For pur-

poses of this subsection, the term 'State substance abuse agency' 
means, with respect to a State, the agency in such State that 
manages the Substance Abuse Prevention and Treatment Block 
Grant under part B of title XIX.". 

(2) FuNDING.--Subsection (s) of section 508 of the Public 
Health Service A<:t (42 U.S.C. 290bb-1), as amended by sub
section (a) and redesignated by paragraph (1), is further 
amended by adding at the end the following new sentences: 
"Of the amounts made available for a year pursuant to the 
previous sentence to carry out this section, not more than 
25 percent of such amounts shall be made available for such 
year to carry out subsection (r), other than paragraph (5) of 
such subsection. Notwithstanding the preceding sentence, no 
funds shall be made available to carry out subsection (r) for 
a fiscal year uuless the amount made available to carry out 
this section for such fiscal year is more than the amount made 
available to carry out this section for fiscal year 2016.". 

SEC. 1m2. VETERANS TREATMENT COURTS. 

Section 2991 of the Omnibus Crime Control and Safe Streets 
A£t of 1968 (42 U.S.C. 3797aa) is amended-

(!) by redesignating subsection (i) as subsection GJ; and 
(2) by inserting after subsection (h) the following: 

"(i) AssiSTING VETERANS.-
"(!) DEFINITIONS.-In this subsection: 

"(A) I'EER-TD-PEER SERVICES OR PROGRAMS.-The term 
'peer-to-peer services or programs' means services or pro
grams that connect qualified veterans with other veterans 
for the purpose of providing support and mentorship to 
assist qualified veterans in obtaining treatment, recovery, 
stabilization, or rehabilitation. 

"(B) QuALIFIED VETERAN.-The term 'qualified veteran' 
means a preliminarily qualified offender who--

"(i) served on active duty in any branch of the 
Armed Forces, including the National Guard or 
Reserves; and 

"(ii) was discharged or released from such service 
under conditions other than dishonorable, unless the 
reason for the dishonorable discharge was attributable 
to a substance abuse disorder. 
"(C) VETERANS TREATMENT COURT PROGRAM.-The term 

\reterans treatment court program' means a court program 
involving collaboration among criminal justice, veterans, 
and mental health and substance abuse agencies that pro
vides qualified veterans with-
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"(i) intensive judicial supervision and case manage
ment, which may include random and frequent drug 
testing where appropriate; 

"(ii) a full continuum of treatment services, 
includ:in.Jt mental health services, substance abuse serv
ices, medical services, and services to address trauma; 

"(iii) alternatives to incarceration; or 
"(iv) other appropriate services, including housing, 

transportation, mentoring, employment, job training, 
education, or assistance in applying for and obtaining 
available benefits. 

"(2) VETERANS ASSISTANCE PROGRAM.-
"(A) IN GENERAL.-The Attorney General, in consulta

tion with the Secretary of Veterans Affairs, may award 
grants under this subsection to applicants to establish or 
expand-

"(i) veterans treatment court programs; 
"(ii) peer-to-peer services or programs for qualified 

veterans; 
"(iii) practices that identify and provide treatment, 

rehabilitation, legal, transitional, and other appro
priate services to qualified veterans who have been 
incarcerated; or 

"(iv) training programs to teach criminal justice, 
law enforcement, corrections, mental health, and sub
stance abuse personnel how to identify and appro
priately respond to incidents involving qualified vet
erans. 
"(B) PruoRITY.-In awarding grants under this sub

section, the Attorney General shall give priority to applica
tions that-

"(i) demonstrate collaboration between and joint 
investments by criminal justice, mental health, sub
stance abuse, and veterans service agencies; 

"(ii) promote effective strategies to identify and 
reduce the risk of harm to qualified veterans and public 
safety; and 

"(iii) propose interventions with empirical support 
to improve outcomes for qualified veterans.". 

SEC. 1103. INFANT PLAN OF SAFE CARE. 
(a) BEST PRAcTICES FOR DEVELOPMENT OF PLANS OF SAFE 

CARE.--Section 103(b) of the Child Abuse Prevention and Treatment 
Act (42 U.S.C. 5104(b)) is amended-

(!) by redesignating paragraphs (5) through (8) as para
graphs (6) through (9), respectively; and 

(2) by inserting after paragraph ( 4) the following: 
"(5) maintain and disseminate information about the 

requirements of section 106(b)(2)(B)(iii) and best practices 
relating to the development of plans of safe care as described 
in such section for infanta born and identified as being affected 
by substance abuse or withdrawal symptoms, or a Fetal Alcohol 
Spectrum Disorder;". 
(b) STATE PLANs.--Section 106(b)(2)(B) of the Child Abuse 

Prevention and Treatment Act (42 U.S.C. 5106a(b)(2)(B)) is 
amended-
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(1) in clause (ii), by striking "illegal substance abuse" and 
inserting "substance abuse"; and 

(2) in clause (iii}-
(A) by striking "illegal substance abuse" and inserting 

"substance abuse"· and 
(B) by insertlng before the semicolon at the end the 

following: "to ensure the safety and well-being of such 
infant following release from the care of health care pro
viders, including through-

"(!) addressing the health and substance use dis
order treatment needs of the infant and affected family 
or caregiver; and 

"(II) the development and implementation by the 
State of monitoring systems regarding the implementa
tion of such plans to determine whether and in what 
manner local entities are providing, in accordance with 
State requirements, referrals to and delivery ~~~tpro
priate services for the infant and affected £ · y or 
caregiver". 

(c) DATA REPORTS.-
(1) IN GENERAL.-Section 106(d) of the Child Abuse Preven

tion and Treatment Act (42 U.S.C. 5106a(d)) is amended by 
adding at the end of the following: 

"(17) The number of infanta-
"(A) identified under subsection (b)(2)(B)(ii); 
"(B) for whom a plan of safe care was developed under 

subsection (b)(2)(B)(iii); and 
"(C) for whom a referral was made for appropriate 

services, including services for the affected family or care
giver, under subsection (bX2)(B)(iii).". 
(2) REDESIGNATION.-Effective on May 29, 2017, section 

106(d) of the Child Abuse Prevention and Treatment Act (42 
U.S.C. 5106a(d)) is amended by redesignating paragraph (17) 
(as added by paragraph (1)) as paragraph (18). 
(d) MONITORING AND OvERSIGHT.-

(1) AMENDMENT.-Title I of the Child Abuse Prevention 
and Treatment Act (42 U.S.C. 5101 et seq.) is amended by 
adding at the end the following: 

"SEC. 114. MONITORING AND OVERSIGHT. 

"The Secretary shall conduct monitoring to ensure that each 
State that receives a grant under section 106 is in compliance 
with the requirements of section 106(b), which-

"(1) shall-
"(A) be in addition to the review of the State plan 

upon its submission under section 106(b)(l)(A); and 
"(B) include monitoring of State policies and procedures 

:lJ.uired under clauses (ii) and (iii) of section 106(b)(2)(B); 

"(2) may include-
"(A) a comparison of activities carried out by the State 

to comply with the requirements of section 106(b) with 
the State plan most recently approved under section 432 
of the Social Security Act; 

"(B) a review of information available on the website 
of the State relating to its compliance with the require
ments of section 106(b); 
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"(C) site visits, as may be necessary to carry out such 
monitoring; and 

"(D) a review of information available in the State's 
Annual Progress and Services Report most recently sub
mitted under section 1357.16 of title 45, Code of Federal 
Regulations (or successor regulations).". 
(2) TABLE OF CONTENTS.-The table of contents in section 

1(b) of the Child Abuse Prevention and Treatment Act (42 
U.S.C. 5101 note) is amended by inserting after the item 
relating to section 113, the following: 

.. Sec. 114. Monitoring and oversight."'. 

(e) RULE OF CONSTRUCTION.-Notbing in this section, or the 
amendments made by this section, shall be construed to authorize 
the Secretary of Health and Human Services or any other officer 
of the Federal Government to add new requirements to section 
106(b) of the Child Abuse Prevention and Treatment Act (42 U.S.C. 
5106a(b)), as amended by this section. 

SEC. 504. GAO REPORT ON NEONATAL ABSTINENCE SYNDROME (NAS). 

(a) IN GENERAL.-Not later than 1 year after the date of the 
enactment of this Act, the Comptroller General of the United States 
shall submit to the Committee on Energy and Commerce of the 
House of Representatives and the Committee on Finance and the 
Committee on Health, Education, Labor, and Pensions of the Senate 
a report on neonatal abstinence syndrome (in this section referred 
to as "NAS") in the United States. 

(b) INFoRMATION To BE INCLUDED IN REPORT.-Such report 
shall include information on the following: 

(1) The prevalence of NAS in the United States, including 
the proportion of children born in the United States with NAS 
who are eligible for medical assistance under State Medicaid 
programs under title XIX of the Social Security Act (42 U.S.C. 
1396 et seq.) at birth, and the costs associated with coverage 
under such programs for treatment of infants with NAS. 

(2) The services for which coverage is available under State 
Medicaid programs for treatment of infants with NAS. 

(3) The settings (including inpatient, outpatient, hospital
based, and other settings) for the treatment of infants with 
NAS and the reimbursement methodologies and costs associated 
with such treatment in such settings. 

(4) The prevalence of utilization of various care settings 
under State Medicaid programs for treatment of infants with 
NAS and any Federal barriers to treating such infants under 
such programs, particularly in non-hospital-based settings. 

(5) What is known about best practices for treating infants 
withNAS. 
(c) RECOMMENDATIONS.-Such report also shall include such 

recommendations as the Comptroller General determines appro
priate for improvements that will ensure access to treatment for 
infants with NAS under State Medicaid programs. 
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TITLE VI-INCENTIVIZING STATE COM
PREHENSIVE INITIATIVES TO AD
DRESS PRESCRIPl'ION OPIOID ABUSE 

SEC. 601. STATE DEMONSTRATION GRANTS FOR COMPREHENSIVE 
OPIOID ABUSE RESPONSE. 

Part D of title V of the Public Health Service Act (42 U.S.C. 
290dd et seq.), as amended by section 302, is further amended 
by adding at the end the following: 

"SEC. 548. STATE DEMONSTRATION GRANTS FOR COMPREHENSIVE 
OPIOID ABUSE RESPONSE. 

"(a) DEFINITIONS.-In this section: 
"(1) DISPENSER.-The term 'dispenser' has the meaning 

given the term in section 102 of the Controlled Substances 
Act (21 U.S.C. 802). 

"(2) PRESCRIBER.-The term 'prescriber' means a dispenser 
who prescribes a controlled substance, or the agent of such 
a disp,enser. 

(3) PRESCRIBER OF A SCHEDULE II, ill, OR IV CONTROLLED 
SUBSTANCE.-The term 'prescriber of a schedule II, III, or 1V 
controlled substance' does not include a prescriber of a schedule 
II, III, or IV controlled substance that dispenses the sub
stance-

"(A) for use on the premises on which the substance 
is dispensed; 

"(B) in a hospital emergency room, when the substance 
is in short supply; 

"(C) for a certified opioid treatment program; or 
"(D) in other situations as the Secretary may reason

ably determine. 
"(4) SCHEDULE II, m, OR IV CONTROLLED SUBSTANCE.-The 

term 'schedule II, III, or N controlled substance' means a 
controlled substance that is listed on schedule II, schedule 
III, or schedule 1V of section 202(c) of the Controlled Substances 
Act. 
"(b) GRANTS FOR COMPREHENSIVE 0PIOID ABUSE RESPONSE.

"(1) IN GENERAL.-The Secretary shall award grants to 
States, and combinations of States, to implement an integrated 
opioid abuse response initiative. 

"(2) PuRPosEs.-A State receiving a grant uoder this seo
tion shall establish a comprehensive response plan to opioid 
abuse, which may include--

"(A) education efforts around opioid use, treatment, 
and addiction recovery, including education of residents, 
medical students, an4_physicians and other prescribers of 
schedule II, III, or N controlled substances on relevant 
prescribing guidelines, the prescription drug monitoring 
program of the State described in subparagraph (B), and 
overdose prevention methods; 

"(B) establishing, maintaining, or improving a com
prehensive prescription drug monitoring program to track 
dispensing of schedule II, III, or N controlled substances, 
which may-
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"(i) provide for data sharing with other States; 
and 

"(ii) allow all individuals authorized by the State 
to write prescriptions for schedule II, III, or IV con
trolled substances to access the prescription drug moni
toring program of the State; 
"(C) developing, implementing, or expanding prescrip

tion drug and opioid addiction treatment programs by-
"(i) expanding the availability of treatment for 

prescription drug and opioid addiction, including medi
cation-assisted treatment and behavioral health 
therapy, as appropriate; 

"(ii) developing, implementing, or expanding 
screening for individuals in treatment for prescription 
drng and opioid addiction for hepatitis C and HN, 
and treating or referring those individuals if clinically 
appropriate; or 

"(iii) developing, implementing, or expanding 
recovery support services and programs at high schools 
or institutions of higher education; 
"(D) developing, implementing, and expanding efforts 

to prevent overdose death from opioid abuse or addiction 
to prescription medications and opioids; and 

"(E) advancing the education and awareness of the 
public, providers, patients, consumers, and other appro
priate entities regarding the dangers of opioid abuse, safe 
disposal of prescription medications, and detection of early 
warning signs of opioid use disorders. 
"(3) .APPLICATION.-A State seeking a grant under this sec

tion shall submit to the Secretary an application in sueh form, 
and containing such information, as the Secretary may reason
ably require. 

"(4) USE OF FUNDS.-A State that receives a grant under 
this section shall use the grant for the cost, including the 
cost for technical assistance, training, and administration 
expenses, of carrying: out an integrated opioid abuse response 
initiative as outlined by the State's comprehensive response 
plan to opioid abuse established under paragraph (2). 

"(5) PRiORITY CONSIDERATIONS.-ln awarding grants under 
this section, the Secretary shall, as appropriate, give priority 
to a State that--

"(A)(i) provides civil liability protection for first 
responders, health professionals, and family members who 
have received appropriate training in administering a drug 
or device approved or cleared under the Federal Food, 
Drug, and Cosmetic Act for emergency treatment of known 
or susP.ected opioid overdose; and 

"(ri) submits to the Secretary a certification by the 
attorney general of the State that the attorney general 
has-

"(!) reviewed any applicable civil liability protec
tion law to determine the applicability of the law with 
respect to first responders, health care professionals, 
family members, and other individuals who-

"(aa) have received appropriate training in 
administering a drug or device approved or cleared 
under the Federal Food, Drng, and Cosmetic Act 
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for emergency treatment of known or suspected 
opioid overdose; and 

"(bb) may administer a drug or device 
approved or cleared under the Federal Food, Drug, 
and Cosmetic Act for emergency treatment of 
known or suspected opioid overdose; and 
"(II) concluded that the law described in subclause 

(I) provides adequate civil liability protection applicable 
to such persons; 
"(B) has a process for enrollment in services and bene

fits necessary by criminal justice agencies to initiate or 
continue treatment in the community, under which an 
individual who is incarcerated may, while incarcerated, 
enroll in services and benefits that are necessary for the 
individual to continue treatment upon release from incar
ceration; 

"(C) ensures the capability of data sharing with other 
States, where applicable, such as by making data available 
to a prescription monitoring hub; 

"(D) ensures that data recorded in the prescription 
drug monitoring program database of the State are regu
larly updated, to the extent possible; 

"(E) ensures that the prescription drug monitoring pro
gram of the State notifies prescribers and dispensers of 
schedule II, III, or IV controlled substances when overuse 
or misuse of such controlled substances by patients is sus
pected; and 

"(F) has in effect one or more statutes or implements 
policies that maximize use of prescription drug monitoring 
programs by individuals authorized by the State to pre
scribe schedule II, III, or IV controlled substances. 
"(6) EvALUATION.-ln conducting an evaluation of the pr<>

gram under this section pursuant to section 701 of the Com
prehensive Addiction and Recovery Act of 2016, with respect 
to a State, the Secretary shall report on State legislation or 
policies related to maximizing the use of prescription drug 
monitoring programs and the incidence of opioid use disorders 
and overdose deaths in such State. 

"(7) STATES WITH LOCAL PRESCRIPl'ION DRUG MONITOIDNG 
PROGRAMS.-

"(A) IN GENERAL.-In the case of a State that does 
not have a prescription drug monitoring program, a county 
or other unit of local government within the State that 
has a prescription drug monitoring program shall be 
treated as a State for purposes of this section, including 
for purposes of eligibility for grants under paragraph (1). 

"(B) PLAN FOR INTEROPERABILITY.-In submitting an 
application to the Secretary under paragraph (3), a county 
or other unit of local government shall submit a plan 
outlining the methods such county or unit of local govern
ment shall use to ensure the capability of data sharing 
with other counties and units of local government within 
the state and with other States, as applicable. 

"(c) AUTHORIZATION OF F'uNDING.-For the purpose of carrying 
out this section, there are authorized to be appropriated $5,000,000 
for each of fiscal years 2017 through 2021. ". 
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TITLE VII-MISCELLANEOUS 

SEC. 701. GRANT ACCOUNTABlLlTY AND EVALUATIONS. 

(a) DEPARTMENT OF JusTICE GRANT AccoUNTASIIJTY.-Part LL 
of title I of the Omnibus Crime Control and Safe Streets Act 
of 1968 (42 U.S.C. 3711 et seq.), as added by section 201, is amended 
by adding at the end the following: 

"SEC. 3026. GRANT ACCOUNTABILITY. 

"(a) DEFINITION OF APPLICABLE COMMI'ITEES.-In this section, 
the term 'applicable committees' means-

"(1) the Committee on the Judiciary of the Senate; and 
"(2) the Committee on the Judiciary of the House of Rep

resentatives. 
"(b) ACCOUNTASIIJTY.-A!l grants awarded by the Attorney 

General under this part shall be subject to the following account
ability provisions: 

"(1) AUDIT REQUIREMENT.-
"(A) DEFINlTION.-In this paragraph, the term 'unre

solved audit finding' means a finding in the final audit 
report of the Inspector General of the Department of Justice 
that the audited grantee has utilized grant funds for an 
unauthorized expenditure or otherwise unallowable cost 
that is not closed or resolved within 12 months after the 
date on which the final audit report is issued. 

"(B) AumT.-Beginning in the first fiscal year begin
ning after the date of enactment of this section, and in 
each fiscal year thereafter, the Inspector General of the 
Department of Justice shall conduct audits of recipients 
of grants awarded by the Attorney General under this 
part to prevent waste, fraud, and abuse of funds by 
grantees. The Inspector General shall determine the appro
priate number of grantees to be audited each year. 

"(C) MANDATORY EXCLUSION.-A recipient of grant 
funds under this part that is found to have an unresolved 
audit finding shall not be eligible to receive grant funds 
under this part during the first 2 fiscal years beginning 
after the end of the 12-month period described in subpara
graph (A). 

"(D) PruoRITY.-In awarding grants under this part, 
the Attorney General shall give priority to eligible 
applicants that did not have an unresolved audit finding 
during the 3 fiscal years before submitting an application 
for a grant under this part. 

"(E) REIMBURSEMENT.-If an entity is awarded grant 
funds under this part during the 2-fiscal-year period during 
which the entity is barred from receiving grants under 
subparagraph (C), the Attorney General ohall-

"(i) deposit an amount equal to the amount of 
the grant funds that were improperly awarded to the 
grantee into the General Fund of the Treasury; and 

"(ii) seek to recoup the costs of the repayment 
to the fund from the grant recipient that was erro
neously awarded grant funds. 

"(2) NONPROFIT ORGANIZATION REQUIREMENTS.-



8.524-42 

"(A) DEFINITION.-For purposes of this paragraph aod 
the grant programs under this part, the term 'nonprofit 
organization' means an organization that is described in 
section 501(c)(3) of the Internal Revenue Code of 1986 
and is exempt from taxation under section 501(a) of such 
Code. 

"(B) PRomBITION.-A nonprofit organization that holds 
money in offshore accounts for the purpose of avoiding 
paying the tax described in section 511(a) of the Internal 
Revenue Code of 1986 may not-

"(i) be party to a contract entered into under sec
tion 3021(b); or 

"(ii) receive a subaward under section 3021(b). 
"(C) DISCWSURE.-Each nonprofit organization that 

receives a subaward or is party to a contract entered into 
under section 3021(b) aod uses the procedures prescribed 
in regulations to create a rebuttable presumption of reason
ableness for the compensation of its officers, directors, 
trustees, and key employees, shall disclose, in the applica
tion for such contract or subaward, the process for deter
mining such compensation, including the independent per
sons involved in reviewing and approving such compensa
tion, the comparability data used, and contemporaneous 
substantiation of the deliberation and decision. Upon 
request, the Attorney General shall make the information 
disclosed under this subparagraph available for public 
inspection. 
"(3) CONFERENCE EXPENDITURES.-

"(A) LiMITATION.-No amounts made available to the 
Attorney General under this part may be used by the 
Attorney General, or by any State, unit of local government, 
or entity awarded a grant, subaward, or contract under 
this part, to host or support any expenditure for conferences 
that uses more than $20,000 in funds made available by 
the Attorney General, unless the head of the relevant 
agency, bureau, or program office provides prior written 
authorization that the funds may be expended to host 
or s~port the conference. 

(B) WRITI'EN AUTHORIZATION.-Written authorization 
under subparagraph (A) shall include a written estimate 
of all costs associated with the conference, including the 
cost of all food, beverages, audio-visual equipment, hono
raria for speakers, and entertainment. 

"(C) REPORT.-Tbe Deputy Attorney General shall 
submit to the applicable committees an annual report on 
all conference expenditures approved by the Attorney Gen
eral under this paragraph. 
"(4) ANNuAL CERTIFICATION.-Beginning in the first fiscal 

year beginoing after the date of enactment of this section, 
the Attorney General shall submit to the applicable committees 
an annual certification-

"(A) indicating whether-
"(i) all audits issued by the Inspector General of 

the Department of Justice under paragraph (1) have 
been completed aod reviewed by the appropriate 
Assistant Attorney General or Director; 
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"(ii) all mandatory exclusions required under para
graph (1)(C) have been issued; and 

"(iii) all reimbursements required under paragraph 
(1XE) have been made; and 
"(B) that includes a list of any grant recipients excluded 

under paragraph (1) from the previous year. 
"(c) PREvENTING DUPLICATIVE GRANTS.-

"(1) IN GENERAL.-Before the Attorney General awards a 
grant to an applicant under this part, the Attorney General 
shall compare potential grant awards with other grants 
awarded under this part by the Attorney General to determine 
if duplicate grant awards are awarded for the same p~se. 

"(2) REP<lRT.-If the Attorney General awards duplicate 
grants under this part to the same applicant for the same 
purpose, the Attorney General shall submit to the applicable 
committees a report that includes---

"(A) a list of all duplicate grants awarded under this 
part, including the total dollar amount of any duplicate 
grants awarded; and 

"(B) the reason the Attorney General awarded the 
duplicate grants.". 

(b) EvALUATION OF PERFORMANCE OF DEPARTMENT OF JUSTICE 
PROGRAMS.-

(1) EvALUATION OF JUSTICE DEPARTMENT COMPREHENSIVE 
OPIOID ABUSE GRANT PROGRAM.-Not later than 5 yeare after 
the date of enactment of this Act, the Attorney General shall 
complete an evaluation of the effectiveness of the Comprehen
sive Opioid Abuse Grant Program under part LL of title I 
of the Omnibus Crime Control and Safe Streets Act of 1968, 
as added hY section 201, administered hY the Department of 
Justice based upon the information reported under paragraph 
(4). 

(2) INTERIM EVALUATION.-Not later than 3 years after 
the date of enactment of this Act, the Attorney General shall 
complete an interim evaluation assessing the nature and extent 
of the incidence of opioid abuse and illegal opioid distribution 
in the United States. 

(3) METiuCS AND OUTCOMES FOR EVALUATION.-Not later 
than 180 days after the date of enactment of this Act, the 
Attorney General shall identify outcomes that are to be 
achieved by activities funded by the Comprehensive Opioid 
Abuse Grant Program and the metrics by which the achieve
ment of such outcomes shall be determined. 

(4) METiuCS DATA COLLECTION.-The Attorney General 
shall require grantees under the Comprehensive Opioid Abuse 
Grant Program (and those receiving subawards under section 
3021(b) of part LL of title I of the Omnibus Crime Control 
and Safe Streets Act of 1968, as added by section 201) to 
collect and anoually report to the Department of Justice data 
based upon the metrics identified under paragraph (3). 

(5) PuBLICATION OF DATA AND FINDINGS.-
(A) PuBLICATION OF OUTCOMES AND METRICS.-The 

Attorney General shall, not later than 30 days after comple
tion of the requirement under paragraph (3), publish the 
outcomes and metrics identified under that paragraph. 

(B) PuBIJCATION OF EVALUATION.-In the case of the 
interim evaluation under paragraph (2), and the final 
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evaluation under paragraph (1), the entity conducting the 
evaluation shall, not later than 90 days after such an 
evaluation is completed, publish the results of such evalua
tion and issue a report on such evaluation to the Committee 
on the Judiciary of the House of Representatives and the 
Committee on the Judiciary of the Senate. Such report 
shall also be published along with the data used to make 
such evaluation. 
(6) INDEPENDENT EVALUATION.-For purposes of paragraphs 

(1), (2), and (3), the Attorney General shall-
(A) enter into an arrangement with the National 

Academy of Sciences; or 
(B) enter into a contract or cooperative agreement with 

an entity that is not an agency of the Federal Government, 
and is qualified to conduct and evaluate research pertaining 
to opioid use and abuse, and draw conclusions about overall 
opioid use and abuse on the basis of that research. 

(c) DEPARTMENT OF HEALTH AND HUMAN SERVICES GRANT 
ACCOUNTABIT..l'I'Y.-

(1) DEFINITIONS.-In this subsection: 
(A) Al'PIJCABLE COMMITTEES.-The term "applicable 

committees" means---
(i) the Committee on Health, Education, Labor 

and Pensions of the Senate; and 
(ii) the Committee on Energy and Commerce of 

the House of Representatives. 
(B) CoVERED GRANT.-The term "covered grant" means 

a grant awarded by the Secretary under a program estab
lished under this Act (or an amendment made by this 
Act, other than sections 703 through 707), including any 
grant administered by the Administrator of the Substance 
Abuse and Mental Health Services Administration under 
section 103. 

(C) GRANTEE.-The term "grantee" means the recipient 
of a covered grant. 

(D) SECRETARY.-The term "Secretary'' means the Sec
retary of Health and Human Services. 
(2) AcCOUNTABIIJTY MEASURES.-Each covered grant shall 

be subject to the following accountability requirements: 
(A) EFFECTIVENESS REPORT.-The Secretary shall 

require grantees to report on the effectiveness of the activi
ties carried out with amounts made available to carry 
out the program under which the covered grant is awarded, 
including the number of persons served by such grant, 
if applicable, the number of persons seeking services who 
could not be served by such grant, and such other informa
tion as the Secretary may prescribe. 

(B) I!EPoRT ON PREVENTION OF FRAUD, WASTE, AND 
ABUSE.-

(i) IN GENERAL.-Not later than 1 year after the 
date of the enactment of this Act, the Secretary, in 
coordination with the Inspector General of the Depart
ment of Health and Human Services, shall submit 
to the applicable committees a report on the policies 
and procedures the Department has in place to prevent 
waste, fraud, and abuse in the administration of cov
ered grants. 



S.524-45 

(ii) CONTENTS.-The policies and procedures 
referred to in clause (i) shall include policies and proce
dures that are designed to-

(I) prevent grantees from utilizing funds 
awarded through a covered grant for unauthorized 
expenditures or otherwise unallowable costs; and 

(II) ensure grantees will not receive 
unwarranted duplicate grants for the same pur
pose. 

(C) CONFERENCE EXPENDITURES.-
(i) IN GENERAL.-No amounts made available to 

the Secretary under this Act (or in a provision of 
law amendea by this Act, other than sections 703 
through 707) may be uaed by the Secretary, or by 
any individual or entity awarded discretionary funds 
through a cooperative agreement under a program 
established under this Act (or in a provision of law 
amended by this A<:t), to host or support any expendi
ture for conferences that uses more than $20,000 in 
funds made available by the Secretary, unless the head 
of the relevant operating division or program office 
provides prior written authorization that the funds 
may be ezpended to host or support the conference. 
Such written authorization shall include a written esti
mate of all costs associated with the conference, 
including the cost of all food, beverages, audio-visual 
equipment, honoraria for speakers, and entertainment. 

(ii) R.EPORT.-The Secretary (or the Secretary's des
ignee) shall submit to the applicable committees an 
annual report on all conference expenditures approved 
by the Secretary under this subparagraph. 

(d) EVALUATION OF PERFORMANCE OF DEPARTMENT OF HEALTH 
AND HUMAN SERVICES l'RoGRAMS.-

(1) EVALUATIONS.-
(A) IN GENERAL.-Not later than 5 years after the 

date of enactment of this Act, except as otherwise provided 
in this section, the Secretary of Health and Human Services 
(in this subsection referred to as the "Secretary") shall 
complete an evaluation of any program administered by 
the Secretary included in this Act (or an amendment made 
by this A<:t, excludiog sections 703 through 707), including 
any grant administered by the Administrator of the Sub
stance Abuse and Mental Health Services Administration 
under section 103, that provides grants for the primary 
purpose of providing assistance in addressing problems 
pertaining to opioid abuse based upon the outcomes and 
metrics identified under paragraph (2). 

(B) PuBLICATION.-With respect to each evaluation 
comr,Ieted under subparagraph (A), the Secretary shall, 
not ater than 90 days after the date on which such evalua
tion is completed, publish the results of such evaluation 
and issue a report on such evaluation to the appropriate 
committees. Such report shall also be published along with 
the data used to make such evaluation. 
(2) METRICS AND OUTCOMES.-

(A) IN GENERAL.-Not later than 180 days after the 
date of enactment of this Act, the Secretary shall identify-
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(i) outcomes that are to be achieved by activities 
funded by the programs described in paragraph (1)(A); 
and 

(ii) the metrics by which the achievement of such 
outcomes shall be determined. 
(B) Pu!IIJCATION.-The Secretary shall, not later than 

30 days after completion of the reqlrirement under subpara
graph (A), publish the outcomes and metrics identified 
under such subparagraph. 
(3) METRICS DATA COLLECTION.-The Secretary shall 

require grantees under the programB described in paragraph 
(l)(A) to collect, and annually report to the Secretary, data 
based upon the metrics identified under paragraph (2XA). 

(4) INDEPENDENT EVALUATION.-For purposes of paragraph 
(1), the Secretary shall-

(A) enter into an arrangement with the National 
Academy of Sciences; or 

(B) enter into a contract or cooperative agreement with 
an entity that--

(i) is not an agency of the Federal Government; 
and 

(ii) is qualified to conduct and evaluate research 
pertaining to opioid use and abuse and draw conclu
sions about overall opioid use and abuse on the basis 
of that research. 

(5) ExcEPTION.-If a program described in paragraph (1)(A) 
is subject to an evaluation similar to the evaluation required 
under such paragraph pursuant to another provision of Federal 
law, the Secretary may opt not to conduct an evaluation under 
such paragraph with respect to such program. 
(e) ADDITIONAL REPORT.-In the case of a report submitted 

under subsection (c) to the applicable committees, if such report 
pertains to a grant under section 103, that report shall also be 
submitted, in the same manner and at the same time, to the 
Committee on Oversight and Government Reform of the House 
of Representatives and to the Committee on the Judiciary of the 
Senate. 

(f) No ADDITIONAL FuNDs AUTHOIDZED.-No additional funds 
are authorized to be appropriated to carry out this section. 

SEC. 702. PARTIAL FILLS OF SCHEDULE ll CONTROLLED SUBSTANCES. 

(a) 1N GENERAL.-Section 309 of the Controlled Substances 
Act (21 U.S.C. 829) is amended by addiug at the end the following: 

"(f) PARTIAL FILLS OF ScHEDULE II CONTROLLED SURSTANCES.
"(1) PARTIAL FILLS.-A prescription for a controlled sub

stance in schedule II may be partially filled if-
"(A) it is not prohibited by State law; 
"(B) the prescription is written and filled in accordance 

with this title, regulations prescribed by the Attorney Gen
eral, and State law; 

"(C) the partial fill is requested by the patient or 
the practitioner that wrote the prescription; and 

"(D) the total quantity dispensed in all partial fillings 
does not exceed the total quantity prescribed. 
"(2) REMAINING PORTIONS.-
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"(A) IN GENERAL.-Except as provided in subparagraph 
(B), remaining portions of a partially filled prescription 
for a controlled substance in schedule 11-

"(i) may be filled; and 
"(ii) shall be filled not later than 30 days after 

the date on which the prescription is written. 
"(B) EMERGENCY SITUATIONS.-In emergency situa

tions, as described in subsection (a), the remaining portions 
of a partially filled prescription for a controlled substance 
in schedule 11-

"(i) may be filled; and 
"(ii) shall be filled not later than 72 hours after 

the prescription is issued. 
"(3) CURRENTLY LAWFUL PARTIAL FILLS.-Notwithstanding 

paragraph (1) or (2), in any circumstance in which, as of the 
day before the date of enactment of this subsection, a prescrip
tion for a controlled substance in schedule II may be lawfully 
partially filled, the Attorney General may allow such a prescrip
tion to be partially filled.". 
(b) RULE OF CONSTRUCTION.-Nothing in this section shall be 

construed to affect the authority of the Attorney General to allow 
a prescription for a controlled substance in schedule III, IV, or 
V of section 202(c) of the Controlled Substances Act (21 U.S.C. 
812(c)) to be partially filled. 

SEC. 703. GOOD SAMARITAN ASSESSMENT. 
(a) FINDING.-The Congress finds that the executive branch, 

including the Office of National Drng Control Policy, has a policy 
focus on preventing and addressing prescription drug :misuse and 
heroin use, and has worked with States and municipalities to enact 
Good Samaritan laws that would protect caregivers, law enforce
ment personnel, and first responders who administer opioid over
dose reversal drugs or devices. 

(b) GAO STiJDY ON GoOD 8AMARITAN LAws PERTAINING TO 
TREATMENT OF 0PIOID OVERDOSES.-The Comptroller General of 
the United States shall submit to the Committee on the Judiciary 
of the House of Representatives, the Committee on Oversight and 
Government Reform of the House of Representatives, the Committee 
on the Judiciary of the Senate, and the Committee on Homeland 
Security and Governmental Affairs of the Senate a report on-

(1) the extent to which the Director of National Drug 
Control Policy has reviewed Good Samaritan laws, and any 
findings from such a review, including findings related to the 
potential effects of such laws, if available; 

(2) efforts by the Director to encourage the enactment 
of Good Samaritan laws; and 

(3) a compilation of Good Samaritan laws in effect in the 
States, the territories, and the District of Columbia. 
(c) DEFINITIONS.-In this section-

( I) the term "Good Samaritan law" means a law of a 
State or unit of local government that exempts from criminal 
or civil liability any individual who administers an opioid over
dose reversal drug or device, or who contacts emergency services 
providers in response to an overdose; and 

(2) the term "opioid" means eny drng, including heroin, 
having an addiction-forming or addiction-sustaining liability 
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similar to morphine or being capable of conversion into a drug 
having such addiction-forming or addiction-sustaining liability. 

SEC. 704.. PROGRAMS TO PREVENT PRESCRIPTION DRUG ABUSE 
UNDER MEDICARE PARTS C AND D. 

(a) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENE
FICIARIES.-

(1) IN GENERAL.--Section 1860D-4(c) of the Social Security 
Act (42 U.S.C. 1395w-10(c)) is amended by adding at the end 
the following: 

"(5) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENE
FICIARIES.-

"(A) AUTHORITY TO ESTABLISH.-A PDP sponsor may 
establish a drug management program for at-risk bene
ficiaries under which, subject to subParagraph (B), the 
PDP sponsor may, in the case of an at-risk beneficiary 
for prescription drug abuse who is an enrollee in a prescrip
tion drug plan of such PDP sponsor, limit such beneficiary's 
access to coverage for frequently abused drugs under such 
plan to frequently abused drugs that are prescribed for 
such beneficiary by one or more prescribers selected under 
subParagraph (D), and dispensed for such beneficiary by 
one or more pharmacies selected under such subparagraph. 

"(B) REQUIREMENT FOR NOTICES.-
"(i) IN GENERAL.-A PDP sponsor may not limit 

the access of an at-risk beneficiary for prescription 
drug abuse to coverage for frequently abused drugs 
under a prescription drug plan until such sponsor-

"(1) provides to the beneficiary an initial notice 
described in clause (ii) and a second notice 
described in clause (iii); and 

"(II) verifies with the providers of the bene
ficiary that the beneficiary is an at-risk beneficiary 
for prescription drug abuse. 
"(ii) INITIAL NOTICE.-An initial notice described 

in this clause is a notice that provides to the bene
ficiary-

"(I) notice that the PDP sponsor has identified 
the beneficiary as potentially beiog an at-risk 
beneficiary for prescription drug abuse; 

"(II) ioformation describing all State and Fed
eral public health resources that are designed to 
address prescription drug abuse to which the bene
ficiary has access, including mental health services 
and other counseling services; 

"(III) notice of, and ioformation about, the 
right of the beneficiary to appeal such identifica
tion under subsection (h) and the option of an 
automatic escalation to extern.al review; 

"(IV) a request for the beneficiary to submit 
to the PDP sponsor preferences for which pre
scribers and pharmacies the beneficiary would 
prefer the PDP sponsor to select under subpara
graph (D) in the case that the beneficiary is identi
fied as an at-risk beneficiary for prescription drug 
abuse as described in clause (iii)(!); 
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"(V) an explanation of the meaning and con
sequences of the identification of the beneficiary 
as potentially being an at-risk beneficiary for 
prescription drug abuse, including an explanation 
of the drug management program established by 
the PDP sponsor pursuant to subparagraph (AJ; 

"(VI) clear instructions that explain how the 
beneficiary can contact the PDP sponsor in order 
to submit to the PDP sponsor the preferences 
described in subclause (IV) and any other commu
nications relating to the drug management pro
gram for at-risk beneficiaries established by the 
PDP sponsor; and 

"(VII) contact information for other organiza
tions that can provide the beneficiary with assist
ance regarding such drug management program 
(similar to the information J'rovided by the Sec
retary in other standardize notices provided to 
Earl D eligible individuals enrolled in prescription 
drug plans under this part). 
"(iii) SECOND NOTICE.-A second notice described 

in this clause is a notice that provides to the beneficiary 
notice-

"(!) that the PDP sponsor has identified the 
beneficiary as an at-risk beneficiary for prescrip
tion drug abuse; 

"(II) that such beneficiary is subject to the 
requirements of the drug management program 
for at-risk beneficiaries established by such PDP 
sponsor for such plan; 

"(III) of the prescriber (or prescribers) and 
pharmacy (or phannacies) selected for such indi
vidual under subparagraph (D); 

"(IV) of, and information about, the bene
ficiary's right to appeal such identification under 
subsection (h) and the option of an automatic esca
lation to external review; 

"(V) that the beneficiary can, in the case that 
the beneficiary has not previously submitted to 
the PDP sponsor preferences for which prescribers 
and pharmacies the beneficiary would prefer the 
PDP sponsor select under subparagraph (D), 
submit such preferences to the POP sponsor; and 

"(VI) that includes clear instructions that 
explain how the beneficiary can contact the PDP 
sponsor. 
"(iv) TIMING OF NOTICES.-

"(!) IN GENERAL.-Subject to subclause (II), 
a second notice described in clause (iii) shall be 
provided to the beneficiary on a date that is not 
less than 30 days after an initial notice described 
in clause (ii) is provided to the beneficiary. 

"(II) ExcEPl'ION.-In the case that the PDP 
sponsor, in conjunction with the Secretary, deter
mines that concerns identified through rulemaking 
by the Secretary regarding the health or safety 
or the beneficiary or regarding significant drug 
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diversion activities require the PDP sponsor to 
provide a second notice described in clause (iii) 
to the beneficiary on a date that is earlier than 
the date described in subclause (I), the PDP 
sponsor may provide such second notice on such 
earlier date. 

"(C) AT-RISK BENEFICIARY FOR PRESCRIPTION DRUG 
ABUSE.-

"(i) IN GENERAL.-For purposes of this paragraph, 
the term 'at-risk beneficiary for prescription drug 
abuse' means a part D eligible individual who is not 
an exempted individual described in clause (ii) and-

"(1) who is identified as such an at-risk bene
ficiary through the use of clinical gnidelines that 
indicate misuse or abuse of prescription drugs 
described in subparagraph (G) and that are devel
oped by the Secretary in consultation with PDP 
sponsors and other stakeholders, including individ
uals entitled to benefits under part A or enrolled 
under part B, advocacy groups representing such 
individuals, physicians, pharmacists, and other 
clinicians, retail pharmacies, plan sponsors, enti
ties delegated by plan sponsors, and biopharma
ceutical manufacturers; or 

"(II) with respect to whom the PDP sponsor 
of a prescription drug plan, upon enrolling such 
individual in such plan, received notice from the 
Secretary that such individual was identified 
under this paragraph to be an at-risk beneficiary 
for prescription drug abuse under the prescription 
drng plan in which such individual was most 
recently previously enrolled and such identification 
has not been terminated under subparagraph (F). 
"(ii) EXEMPI'ED INDIVIDUAL DESCRIBED.-An 

exempted individual described in this clause is an indi
vidual who--

"(1) receives hospice care under this title; 
"(II) is a resident of a long-term care facility, 

of a facility described in section 1905(d), or of 
another facility for which frequently abused drugs 
are dispensed for residents through a contract with 
a single pharmacy; or 

"(III) the Secretary elects to treat as an 
exempted individual for purposes of clause (i). 
"(iii) PRoGRAM SIZE.-The Secretary shall establish 

policies, including the guidelines developed under 
clause (i)(I) and the exemptions under clause (iiXIII), 
to ensure that the population of enrollees in a drug 
management program for at-risk beneficiaries operated 
by a prescription drng plan can be effectively managed 
by such plans. 

"(iv) CLINICAL CONTACT.-With respect to each at
risk beneficiary for prescription drug abuse enrolled 
in a prescription drug flan offered by a PDP sponsor, 
the PDP sponsor shal contact the beneficiary's pro
viders who have prescribed frequently abused drugs 
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regarding whether prescribed medications are appro
J],riate for such beneficiary's medical conditions. 
(D) SELECTION OF PRESCRIBERS AND PHARMACIES.-

"(i) 1N GENERAL.-With respect to each at-risk 
beneficiary for prescription drug abuse enrolled in a 
prescription drug plan offered by such sponsor, a PDP 
sponsor shall, based on the preferences submitted to 
the PDP sponsor by the beneficiary pursuant to clauses 
(ii)(IV) and (iii)(V) of subparagraph (B) (except as other
wise provided in this subparagraph) select-

"(1) one, or, if the PDP sponsor reasonably 
determines it necessary to provide the beneficiary 
with reasonable access under clause (ii), more than 
one, individual who is authorized to prescribe fre
quently abused drugs (referred to in this para
graph as a 'prescriber') who may write prescri!>' 
tions for such drugs for such beneficiary; and 

"(II) one, or, if the PDP sponsor reasonably 
determines it necessary to provide the beneficiary 
with reasonable access under clause (ii), more than 
one, pharmacy that may dispense such drugs to 
such beneficiary. 

For purposes of subclause (II), in the case of a phar
macy that has multiple locations that share real-time 
electronic data, all such locations of the pharmacy shall 
collectively be treated as one pharmacy. 

"(ii) REAsoNABLE ACCESS.-In making the selec
tions under this subparagraph-

"(!) a PDP sponsor shall ensure that the bene
ficiary continues to have reasonable access to fre
quently abused drugs (as defined in subparagraph 
(G)), taking into account geographic location, bene
ficiary preference, impact on costsharing, and 
reasonable travel time; and 

"(II) a PDP sponsor shall ensure such access 
(including access to prescribers and pharmacies 
with res~ to frequently abused dnu!s) in the 
case of mdividuals with multiple residences, in 
the case of natural disasters and similar situations, 
and in the case of the provision of emergency serv
ices. 
"(iii) BENEFICIARY PREFERENCES.-![ an at-risk 

beneficiary for prescription drug abuse submita pref
erences for which in-network prescribers and phar
macies the beneficiary would prefer the PDP sponsor 
select in response to a notice under subparagraph (B), 
the PDP sponsor shall-

"(1) review such preferences; 
"(II) select or change the selection of pre

scribers and pharmacies for the beneficiary based 
on such preferences; and 

"(III) inform the beneficiary of such selection 
or change of selection. 
"(iv) Ex.CEPI'ION REGARDING BENEFICIARY PREF

ERENCES.-ln the case that the PDP sponsor deter
mines that a change to the selection of prescriber or 
pharmacy under clause (iii)(II) by the PDP sponsor 
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is contributing or would contribute to prescription drug 
abuse or drug diversion by the beneficiary, the PDP 
sponsor ma_y Change the sefection of prescriber or phar
macy for the beneficiary without regard to the pref
erences of the beneficiary described in clause (iii). If 
the PDP sponsor changes the selection pursuant to 
the preceding sentence, the PDP sponsor shall provide 
the beneficiary with-

"(1) at least 30 days written notice of the 
change of selection; and 

"(II) a rationale for the change. 
"(v) CONFIRMATION.-Before selecting a prescriber 

or pharmacy under this subparagraph, a PDP sponsor 
muat notify the prescriber and pharmacy that the bene
ficiary involved has been identified for inclusion in 
tbe drug management program for at-risk beneficiaries 
and that the prescriber and pharmacy has been 
selected as the beneficiary's designated prescriber and 
~harmacy. 
(E) TERMiNATIONS AND APPEALS.-The identification 

of an individual as an at-risk beneficiary for prescription 
drug abuse under this paragraph, a coverage determination 
made under a drug management program for at-risk bene
ficiaries, the selection of prescriber or pharmacy under 
subparagraph (D), and information to be shared under 
subparagraph (1), with respect to such individual, shall 
be subiect to reconsideration and appeal under subsection 
(h) and the option of an automatic escalation to external 
review to the extent provided by the Secretary. 

"(F) TERMINATION OF IDENTIFICATION.-
"(i) IN GENERAL.-The Secretary shall develop 

standards for the termination of identification of an 
individual as an at-risk beneficiary for prescription 
drug abuse under this paragraph. Under such stand
ards such identification shall terminate as of the earlier 
of-

"(1) the date the individual demonstrates that 
the individual is no longer likely, in the absence 
of the restrictions under this paragraph, to be 
an at-risk beneficiary for prescription drug abuse 
described in subparagraph (C)(i); and 

"(II) the end of such maximumyeriod of identi
fication as tbe Secretary may speciJY. 
"(ii) RULE OF CONSTRUCTION.-Nothinf! clause 

(i) shall be construed as preventing a plan identi
fying an individual as an at-risk beneficiary for 
prescription dru~ abuse under subl'araraph (C)(i) 
after such termination on the basts o additional 
information on drug use occurring after the date of 
notice of such termination. 
"(G) FREQUENTLY ABUSED DRUG.-For purposes of this 

subsection, the term 'frequently abused drug' means a drug 
that is a controlled substance that tbe Secretary determines 
to be frequently abused or diverted. 

"(H) DATA DISCLOSURE.-
"(i) DATA ON DECISION TO IMPOSE LIMITATION.

In the case of an at-risk beneficiary for prescription 
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drug abuse (or an individual who is a potentially at
risk beneficiary for prescription drug abuse) whose 
access to coverage for frequently abused drugs under 
a prescription drug plan has been limited by a PDP 
sponsor under this paragraph, the Secretary shall 
establish rules and procedures to require the PDP 
sponsor to disclose data, including any necessary 
individually identifiable health information, in a form 
and manner specified by the Secretary, about the deci
sion to impose such limitations and the limitations 
imposed by the sponsor under this part. 

"(ii) DATA TO REDUCE FRAUD, ABUSE, AND WASTE.
The Secretary shall establish rules and procedures to 
require PDP sponsors operating a drug management 
program for at-risk beneficiaries under this paragraph 
to provide the Secretary with such data as the Sec
retary determines appropriate for purposes of identi
fying patterns of prescription drug utilization for plan 
enrollees that are outside normal patterns and that 
may indicate fraudulent, medically unnecessary, or 
unsafe use. 
"(I) SHARING OF INFORMATION FOR SUBSEQUENT PLAN 

ENROLLMENTS.-The Secretary shall establish procedures 
under which PDP sponsors who offer prescription drug 
plans shall share information with respect to individuals 
who are at-risk beneficiaries for prescription drug abuse 
(or individuals who are potentially at-risk beneficiaries for 
prescription drug abuse) and enrolled in a prescription 
drug plan and who subsequently disenroll from such plan 
and enroll in another prescription drug plan offered by 
another PDP sponsor. 

"(J) PRivACY ISSUES.-Pri.or to the implementation of 
the rules and procedures under this paragraph, the Sec
retary shall clarify privacy requirements, including require
ments under the regulations promulgated pursuant to sec
tion 264(c) of the Health Insurance Portability and Account
ability Act of 1996 (42 U.S.C. 1320d-2 note), related to 
tbe sharing of data under subparagraphs (H) and (I) by 
PDP sponsors. Such clarification shall J'rovide that the 
sharing of such data shall be considere to be protected 
health information in accordance with the requirements 
of the regulations promulgated pursuant to such section 
264(c). 

"(K) EDUCATION.-The Secretary shall provide edu
cation to enrollees in prescription drug plans of PDP spon
sors and providers regarding the drug management pro
gram for at-risk beneficiaries described in this paragraph, 
inclu~ education-

(i) provided by Medicare administrative contrac
tors through the improper payment outreach and edu
cation program described in section 187 4A(h); and 

"(ii) through current education efforts (such as 
State health insurance assistance programs described 
in subsection (aXl)(A) of section 119 of the Medicare 
Improvements for Patients and Providers Aet of 2008 
(42 U.S.C. 13951Hl note)) and materials directed 
toward such enrollees. 
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"(L) APPLICATION UNDER MA-PD PLANS.-Pursuant to 
section 1860D-21(c)(1), the provisions of this paragraph 
apply under part D to MA orgaoizations offering MA
PD plans to MA eligible individuals in the same manner 
as such provisions apply under this part to a PDP sponsor 
offering a prescription drng plan to a part D eligible indi
vidual. 

"(M) CMS COMPLIANCE REVIEW.-The Secretary shall 
ensure that existing plan sponsor compliance reviews and 
audit processes include the drug management programs 
for at-risk beneficiaries under this paragraph, including 
appeals processes under such programs.". 
(2) INFORMATION FOR CONSUMERS.-Section 18600-

4(a)(1)(B) of the Social Security Act (42 U.S.C. 1395w-
104(aX1)(B)) is amended by adding at the end the following: 

"(v) The drug management program for at-risk 
beneficiaries under subsection (cX5).". 

(3) DUAL ELIGmLES.--Section 18600-1(b)(3)(D) of the Social 
Security Act (42 U.S.C. 1395w-101(b)(3)(D)) is amended by 
inserting", subject to such limits as the Secretary may establish 
for individuals identified pursuant to section 1860D-4(c)(5)" 
after "the Secretary". 
(b) UTILIZATION MANAGEMENT PROGRAMS.--Section 1860D-4(c) 

of the Social Security Act (42 U.S.C. 1395w-104(c)), as amended 
by subsection (a)(l), is further amended-

(1) in paragraph (1), by inserting after subparagraph (D) 
the following new subparagraph: 

"(E) A utilization management tool to prevent drug 
abuse (as described in paragraph (6XA))."; and 
(2) by adding at the end the following new paragraph: 
"(6) UTILIZATION MANAGEMENT TOOL TO PREVENT DRUG 

ABUSE.-
"(A) IN GENERAL.-A tool described in this paragraph 

is any of the following: 
"(i) A utilization tool designed to prevent the abuse 

of frequently abused drugs by individuals and to pre
vent the diversion of such drugs at pharmacies. 

"(ii) Retrospective utilization review to identify
"(1) individuals that receive frequently abused 

drugs at a frequency or in amounts that are not 
clinically appropriate; and 

"(II) providers of services or suppliers that 
may facilitate the abuse or diversion of frequently 
abused drugs by beneficiaries. 
"(iii) Consultation with the contractor described 

in subparagraph (B) to verify if an individual enrolling 
in a prescription drug plan offered by a PDP sponsor 
has been previously identified by another PDP sponsor 
as an individual described in clause (ii)(I). 
"(B) REPORTING.-A PDP sponsor offering a prescrip

tion drng plan (and an MA organization offering an MA
PD plan) in a State shall submit to the Secretary and 
the Medicare drug integrity contractor with which the Sec
retary has entered into a contract under section 1893 with 
respect to such State a report, on a monthly basis, con
taining information on-
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"(i) any provider of services or supplier described 
in subparagraph (A)(ii)(II) that is identified by such 
plan sponsor (or organization) during the 30-day period 
before such report is submitted; and 

"(ii) the name and prescription records of individ
uals described in paragraph (5)(C). 
"(C) CMS COMPLIANCE REVIEW.-The Secretary shall 

ensure that plan sponsor compliance reviews and program 
audits biennially include a certification that utilization 
management tools under this paragraph are in compliance 
with the requirements for such tools.". 

(c) ExPANDING ACTIVITIES OF MEDICARE DRUG lNTEGIDTY CON
TRACTORS (MEDICs).-

(1) 1N GENERAL.--Section 1893 of the Social Security Act 
(42 U.S.C. 1395ddd) is amended by adding at the end the 
following new subsection: 
"(j) EXPANDING ACTIVITIES OF MEDICARE DRUG lNTEGmTY CON

TRACTORS (MEDICs).-
"(1) ACCESS TO INFORMATION.-Und.er contracts entered 

into under this section with Medicare drug integrity contractors 
(including any successor entity to a Medicare drug integrity 
contractor), the Secretary shall authorize such contractors to 
directly accept prescription and necessary medical records from 
entities such as pharmacies, prescription drug plans, MA-PD 
plans, and physicians with respect to an individual in order 
for such contractors to provide information relevant to the 
determination of whether such individual is an at-risk bene
ficiary for prescription drug abuse, as defined in section 1860D-
4(cX5)(C). 

"(2) REQUIREMENT FOR ACKNOWLEDGMENT OF REFERRALS.
If a PDP sponsor or MA organization refers information to 
a contractor described in paragraph (1) in order for such con
tractor to assist in the determination described in such para
graph, the contractor shall-

"(A) acknowledge to the sponsor or organization receipt 
of the referral; and 

"(B) in the case that any PDP sponsor or MA organiza
tion contacts the contractor requesting to know the deter
mination by the contractor of whether or not an individual 
has been determined to be an individual described in such 
paragraph, shall inform such sponsor or organization of 
such determination on a date that is not later than 15 
days after the date on which the sponsor or organization 
contacts the contractor. 
"(3) MAKING DATA AVAILABLE TO OTHER ENTITIES.-

"(A) IN GENERAL.-For purposes of carrying out this 
subsection, subject to subparagraph (B), the Secretary shall 
authorize :MEDICs to respond to requests for information 
from PDP sponsors and MA organizations, State prescrip
tion drug monitoring programs, and other entities dele
gated by such sponsors or organizations using available 
programs and systems in the effort to prevent fraud, waste, 
and abuse. 

"(B) lflPAA COMPLIANT INFORMATION ONLY.-Informa
tion may only be disclosed by a MEDIC under subpara
graph (A) if the disclosure of such information is permitted 
under the Federal regulations (concerning the privacy of 
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individually identifiable health information) promulgated 
under section 264(c) of the Health Insurance Portability 
and Accountability Act of 1996 (42 U.S.C. 1320d-2 note).". 
(2) OIG STUDY AND REPORT ON EFFECTIVENESS OF MEDICS.-

(A) STUDY.-The Inspector General of the Department 
of Health and Human Services shall conduct a study on 
the effectiveness of Medicare drug integrity contractors 
with which the Secretary of Health and Human Services 
has entered into a contract under section 1893 of the Social 
Security Act (42 U.S.C. 1395ddd) in identifying, combating, 
and preventing fraud under the Medicare program, 
including under the authority provided under section 
1893(j) of the Social Security Act, added by paragraph 
(1). 

(B) REPORT.-Not later than 24 months after the date 
of the enactment of this Act, the Inspector General shall 
submit to Congress a report on the study conducted under 
subparagraph (A). Such report shall include such rec
ommendations for improvements in the effectiveness of 
such contractors as the Inspector General determines 
appropriate. 

(d) TREATMENT OF CERTAIN COMPLAINTS FOR PuRPOSES OF 
QUALITY OR PERFORMANCE AsSESSMENT.-Section 1860D-42 of the 
Social Security Act (42 U.S.C. 1395w-152) is amended by adding 
at the end the following new subsection: 

"(d) TREATMENT OF CERTAIN COMPLAINTS FOR PuRPoSES OF 
QUALITY OR PERFORMANCE AssESSMENT.-In conducting a quality 
or performance assessment of a PDP sponsor, the Secretary shall 
develop or utilize existing screening methods for reviewing and 
considering complaints that are received from enrollees in a 
prescription drug plan offered by such PDP sponsor and that are 
complaints regarding the lack of access by the individual to prescrip
tion drugs due to a drug management program for at-risk bene
ficiaries.". 

(e) SENSE OF CONGRESS REGARDING USE OF TECHNOLOGY TOOUl 
To COMBAT FRAun.-It is the sense of Congress that MA organiza
tions and PDP sponsors should consider using a-prescribing and 
other health information technology tools to support combating 
fraud under MA-PD plans and prescription drug plans under parts 
C and D of the Medicare program. 

(f) REPORTS.-
(1) REPORT BY SECRETARY ON APPEALS PROCESS.-

(A) IN GENERAL.-Not later than 12 months after the 
date of the enactment of this Act, the Secretary of Health 
and Human Services shall submit to the appropriate 
committees of jurisdiction of Congress a report on ways 
to improve upon the appeals process for Medicare bene
ficiaries with respect to prescription drug coverage under 
part D of title XVIII of the Social Security Act. Such 
report shall include an analysis comparing appeals proc
esses under parts C and D of such title XVIII. 

(B) F'EEDBACK.-In development of the report described 
in subparagraph (A), the Secretary of Health and Human 
Services shall solicit feedback on the current appeals 
process from stakeholders, such as beneficiaries, consumer 
advocates, plan sponsors, pharmacy benefit managers, 
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pharmacists, providers, independent review entity eval
uators, and pharmaceutical manufacturers. 
(2) GAO STUDY AND REPORT.-

(A) STUDY.-The Comptroller General of the United 
States shall conduct a study on the implementation of 
the amendments made by this section, including the 
effectiveness of the at-risk beneficiaries for prescription 
drug abuse drug management programs authorized by sec
tion 1860D-4(c)(5) of the Social Security Act (42 U.S.C. 
1395w-10(c)(5)), as added by subsection (a)(l). Such study 
shall include an analysis of-

(i) the impediments, if any, that impair the ability 
of individuals described in subparagraph (C) of such 
section 1860D-4(c)(5) to access clinically appropriate 
levels of prescription drugs; 

(ii) the effectiveness of the reasonable access 
protections under subparagraph (D)(ii) of such section 
1860D-4(c)(5), including the impact on beneficiary 
access and health; 

(iii) the types of-
(I) individuals who, in the implementation of 

such section, are determined to be individuals 
described in such subparagraph (C); and 

(II) prescribers and pharmacies that are 
selected under subparagraph (D) of such section; 
and 
(iv) other areas determined appropriate by the 

Comptroller General. 
(B) R.EPORT.-Not later than July 1, 2019, the Comp

troller General of the United States shall submit to the 
appropriate committees of jurisdiction of Congress a report 
on the study conducted under subparagraph (A), together 
with recommendations for such legislation and administra
tive action as the Comptroller General determines to be 
appropriate. 

(g) EFFECTIVE DATE; RULEMAKING.-
(1) IN GENERAL.-The amendments made by this section 

shall apply to prescription drug plans (and MA-PD plans) 
for plan years beginning on or after January 1, 2019. 

(2) STAKEHOLDER MEETINGS PRIOR TO EFFECTIVE DATE.-
(A) IN GENERAL.-Not later than January 1, 2017, the 

Secretary of Health and Human Services shall convene 
stakeholders, including individuals entitled to benefits 
under part A of title XVIII of the Social Security Act 
or enrolled under part B of such title, advocacy groups 
representing such individuals, physicians, pharmacists, and 
other clinicians, retail pharmacies, plan sponsors, entities 
delegated by plan sponsors, and biopharm.aceutical manu
facturers for input regarding the topics described in 
subparagraph (B). The input described in the preceding 
sentence shall be provided to the Secretary in sufficient 
time in order for the Secretary to take such input into 
account in promulgating the regulations pursuant to para
graph (3). 

(B) TOPICS DESCRIBED.-The topics described in this 
subparagraph are the topics of-
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(i) the anticipated impact of drug management 
programs for at-risk beneficiaries under paragraph (5) 
of section 1860D-4(c) of the Social Security Act (42 
U.S.C. 1395w-104(c)) on cost-sharing and ensuring 
accessibility to prescription drugs for enrollees in 
prescription drug plans of PDP sponsors, and enrollees 
in MA-PD plans, who are at-risk beneficiaries for 
prescription drug abuse (as defined in subparagraph 
(C) of such paragraph); 

(ii) the use of an expedited appeals process under 
which such an enrollee may appeal an identification 
of such enrollee as an at-risk beneficiary for prescrip
tion drug abuse under such paragraph (similar to the 
processes established under the Medicare Advantage 
prograro under part C of title XVIII of the Social Secu
rity Act that allow an automatic escalation to external 
review of claims submitted under such part); 

(iii) the types of enrollees that should be treated 
as exempted individuals, as described in subparagraph 
(C)(ii) of such paragraph; 

(iv) the manner in which terms and definitions 
in such paragraph should be applied, such as the use 
of clinical appropriateness in determining whether an 
enrollee is an at-risk beneficiary for prescription drug 
abuse as defined in subparagraph (C) of such para
graph; 

(v) the information to be included in the notices 
described in subparagraph (B) of such paragraph and 
the standardization of such notices; 

(vi) with respect to a PDP sponsor (or Medicare 
Advantage organization) that establishes a drug 
management program for at-risk beneficiaries under 
such paragraph, the responsihilities of such PDP 
sponsor (or organization) with respect to the 
implementation of such program; 

(vii) notices for plan enrollees at the point of sale 
that would explain why an at-risk beneficiary has been 
prohibited from receiving a prescription at a location 
outside of the designated pharmacy; 

(viii) evidence-based prescribing guidelines for opi
ates; and 

(ix) the sharing of claims data under parts A and 
B of title XVIII of the Social Security Act with PDP 
sponsors. 

(3) RULEMAKING.-Not later than one year after the date 
of the enactment of this Act, the Secretary of Health and 
Human Services shall, taking into account the input gathered 
pursuant to paragraph (2)(A) and after providing notice and 
an opportunity to comment, promulgate regulations to carry 
out the provisions of, and amendments made by this section. 
(h) DEPOSIT OF SAVINGS INTo MEDICARE IMPROVEMENT F'uND.-

Section 1898(b)(1) of the Social Security Act (42 U.S.C. 1395iii(b)(1)) 
is aroended by striking "during and after fiscal year 2020, $0" 
and inserting "duriug and after fiacal year 2021, $140,000,000". 



S.524--59 

SEC. 7011. EXCLUDING ABUSE-DETERRENT FORMULATIONS OF 
PRESCRIPTION DRUGS FROM THE MEDICAID ADDITIONAL 
REBATE REQUIREMENT FOR NEW FORMULATIONS OF 
PRESCRIPTION DRUGS. 

(a) IN GENERAL.-The last sentence of section 1927(c)(2XC) 
of the Social Security Act (42 U.S.C. 1396r...jj(c)(2)(C)) is amended 
by inserting before the period at the end the following: ", but 
does not include an abuse-deterrent formulation of the drug (as 
determined by the Secretary), regardless of whether such abuse
deterrent formulation is an extended release formulation". 

(b) EFFECTIVE DATE.-The amendment made by subsection (a) 
shall apply to drugs that are paid for by a State in calendar 
quarters beginning on or after the date of the enactment of this 
Act. 

SEC. 706. LIMITING DISCLOSURE OF PREDICTIVE MODELING AND 
OTHER ANALYTICS TECHNOLOGIES TO IDENTIFY AND PRE
VENT WASTE, FRAUD, AND ABUSE. 

(a) IN GENERAL.-Title XI of the Social Security Act is amended 
by inserting after section 1128J (42 U.S.C. 1320a-7k) the following 
new section: 

"SEC. 1128K. DISCLOSURE OF PREDICTIVE MODELING AND OTHER 
ANALYTICS TECHNOLOGIES TO IDENTIFY AND PREVENT 
WASTE, FRAUD, AND ABUSE. 

"(a) REFERENCE TO PREDICTIVE MODELING TECHNOLOGIES 
REQUIREMENTS.-For provisions relating to the use of predictive 
modeling and other analytics technologies to identifY and prevent 
waste, fraud, and abuse with respect to the Medicare program 
under title XVIII, the Medicaid program under title XIX, and the 
Children's Health Insurance Program under title XXI, see section 
4241 of the Small Business Jobs Act of 2010 (42 U.S.C. 1320a-
7m). 

"(b) LIMITING DISCLOSURE OF PREDICTIVE MODELING TECH
NOLOGIES.-In implementing such provisions under such section 
4241 with respect to covered algorithms (as defined in subsection 
(c)), the following sball apply: 

"(1) NONAPPLICATION OF FOIA.-The covered algorithms 
used or developed for puryoses of such section 4241 (including 
by the Secretary or a State (or an entity operating under 
a contract with a State)) shall be exempt from disclosure under 
section 552(b)(3) of title 5, United States Code. 

"(2) LIMITATION WITH RESPECT TO USE AND DISCLOSURE 
OF INFORMATION BY STATE AGENCIES.-

"(A) IN GENERAL.-A State agency may not use or 
disclose covered algorithms used or developed for purposes 
of such section 4241 except for purposes of administering 
the State plan (or a waiver of the plan) under the Medicaia 
program under title XIX or the State child health plan 
(or a waiver of the plan) under the Children's Health 
Insurance Program under title XXI, including by enabling 
an entity operating under a contract with a State to assist 
the State to identify or prevent waste, fraud, and abuse 
with respect to such programB. 

"(B) INFORMATION SECURITY.-A State agency shall 
have in effect data security and control policies that the 
Secretary finds adequate to ensure the security of covered 



algorithms used or developed for purposes of such section 
4241 and to ensure that access to such information is 
restricted to authorized persons for purposes of authorized 
uses and disclosures described in subparagraph (A). 

"(C) PROCEDURAL REQUIREMENTS.--State agencies to 
which information is disclosed pursuant to such section 
4241 shsll adhere to uniform procedures established by 
the Secretary. 

"(c) COVERED ALGoRITHM: DEFINED.-In this section, the term 
'covered algorithm'-

"(!) means a predictive modeling or other analytics tech
nology, as used for _purposes of section 4241(a) of the Small 
Business Jobs A<:t of 2010 (42 U.S.C. 1320a-7m(a)) to identify 
and prevent waste, fraud, and abuse with respect to the Medi
care .!'!:!'_gram under title XVIII, the Medicaid program under 
title XIX, and the Children's Health lnsurance Program under 
title XXI; and 

"(2) includes the mathematical expressions utilized in the 
application of such technology and the means by which such 
technology is developed.". 
(b) CONFORMING AMENDMENTS.-

(!) MEDICAID STATE PLAN REQUIREMENT.-Section 1902(a) 
of the Social Security Act (42 U.S.C. 1396a(a)) is amended

(A) in paragraph (80), by striking "and" at the end; 
(B) in paragraph (81), by striking the period at the 

end and inserting "· and"· and 
(C) by inserfu,g after paragraph (81) the following 

new paragraph: 
"(82) provide that the State agency responsible for admin

istering the State plan under this title provides assurances 
to the Secretary that the State agency is in compliance with 
subparagraphs (A), (B), aod (C) of section 1128K(b)(2).". 

(2) STATE CHILD HEALTH PLAN REQUIREMENT.--Section 
2102(aX7) of the Social Security A<:t (42 U.S.C. 1397bb(a)(7)) 
isamended-

(A) in subparagraph (A), by striking ", and" at the 
end and inserting a semicolon; 

(B) in subparagraph (B), by striking the period at 
the end and inserting "· and"· and 

(C) by adding at fue e,;d the following new subpara
graph: 

"(C) to ensure that the State agency involved is in 
compliance with subparagraphs (A), (B), and (C) of section 
1128K(b)(2).". 

SEC. 707. MEDICAID IMPHOVEMENT FUND. 
Section 1941(b)(l) of the Social Security A<:t (42 U.S.C. 1396w

l(b)(l)) is amended to read as follows: 
"(1) IN GENERAL.-There shsll be available to the Fund, 

for expenditures from the Fund for fiscal year 2021 and there
after, $5,000,000.". 

SEC. 708. SENSE OF THE CONGRESS REGARDING TREATMENT OF SUB
STANCE ABUSE EPIDEMICS. 

It is the sense of the Congress that decades of experience 
and research have demonstrated that a fiscally responsible approach 
to addressing the opioid abuse epidemic and other substance abuse 



epidemics requires treating such epidemics as a public health emer
gency emphasizing prevention, treatment, and recovery. 

TITLE VIII-KINGPIN DESIGNATION 
IMPROVEMENT 

SEC. 801. PROTECTION OF CLASSIFIED INFORMATION IN FEDERAL 
COURT CHALLENGES RELATING TO DESIGNATIONS UNDER 
THE NARCOTICS KINGPIN DESIGNATION ACT. 

Section 804 of the Foreign Narcotics Kingpin Designation Act 
(21 U.S.C. 1903) is amended by adding at the end the following: 

11(i) PRoTECTION OF CLASSIFIED INFoRMATION IN FEDERAL 
COURT CHALLENGES RELATING TO DEBIGNATIONS.-In any judicial 
review of a determination made under this section, if the determina
tion was based on classified information (as defined in section 
l(a) of the Classified Information Procedures Act) sucb information 
may be submitted to the reviewing court ex parte and in camera. 
This subsection does not confer or imply any right to judicial 
review.". 

TITLE IX-DEPARTMENT OF VETERANS 
AFFAIRS 

SEC. 901. SIIORT TITLE. 

This title may be cited as the "Jason Simcakoski Memorial 
and Promise Act". 

SEC. 902. DEFINITIONS. 

In this title: 
(1) The term "controlled substance" has the meaning given 

that term in section 102 of the Controlled Substances Act 
(21 u.s.c. 802). 

(2) The term 11State" means each of the several States, 
territories, and _possessions of the United States, the District 
of Columbia, and the Commonwealth of Puerto Rico. 

(3) The term "complementary and integrative health" has 
the meaning given that term, or any successor term, by the 
National Institutes of Health. 

(4) The term "opioid receptor antagonist" means a drug 
or device approved or cleared under the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 301 et seq.) for emergency treat
ment of known or suspected opioid overdose. 

Subtitle A-Opioid Therapy and Pain 
Management 

SEC. 911. IMPROVEMENT OF OPIOID SAFETY MEASURES BY DEPART· 
MENT OF VETERANS AFFAIRS. 

(a) ExPANSION OF OPIOID SAFETY INITIATIVE.-
(!) INCLUSION OF ALL MEDICAL FACILITIES.-Not later than 

180 days after the date of the enactment of this Act, the 
Secretary of Veterans Affairs shall expand the Opioid Safety 



Initiative of the Department of Veterans Affairs to include 
all medical facilities of the Department. 

(2) GUIDANCE.-The Secretary shall establish guidance that 
each health care provider of the Department of Veterans 
Affairs, before initiating opioid therapy to treat a patient as 
part of the comprehensive assessment conducted by the health 
care provider, use the Opioid Therapy Risk Report tool of 
the Department of Veterans Affairs (or any subsequent tool), 
which shall include information from the prescription drug 
monitoring program of each participating State as applicable, 
that includes the most recent information to date relating to 
the patient that accessed such program to assess the risk 
for adverse outcomes of opioid therapy for the patient, including 
the concurrent use of controlled substances such as 
benzodiazepines, as part of the comprehensive assessment con
ducted by the health care provider. 

(3) ENHANCED STANOARDS.-The Secretary shall establish 
enhanced standards with respect to the use of routine and 
random urine drug tests for all patients before and during 
opioid therapy to help prevent substance abuse, dependence, 
and diversion, including-

(A) that such tests occur not less frequently than once 
each year or as otherwise determined according to treat
ment protocols; and 

(B) that health care providers appropriately order, 
interpret and respond to the results from such tests to 
tailor pain therapy, safeguards, and risk management 
strategies to each patient. 

(b) PAIN MANAGEMENT EDUCATION ANO TiwNING.-
(1) IN GENERAL.-In carrying out the Opioid Safety Initia

tive of the Department, the Secretary shall require all 
employees of the Department responsible for prescribing opioids 
to receive education and training described in paragraph (2). 

(2) EDUCATION ANO TRAINING.-Education and traioing 
described in this paragraph is education and training on pain 
management and safe opioid prescribing practices for purposes 
of safely and effectively managing patients with chronic pain, 
including education and training on the following: 

(A) The implementation of and full complisnce with 
the VA/DOD Clinical Practice Gnideline for Management 
of Opioid Therapy for Chronic Pain, including any update 
to such guideline. 

(B) The use of evidence-based pain management thera
pies and complementary and integrative health services, 
including cognitive-behavioral therapy, non-opioid alter
natives, and non-drug methods and procedures to managing 
pain and related health conditions including, to the extent 
practicable, medical devices approved or cleared by the 
Food and Drug Administration for the treatment of patients 
with chronic pain and related health conditions. 

(C) Screening and identification of patients with sub
stance use disorder, including drug-seeking behavior, before 
prescribing opioids, assessment of risk potential for patients 
developing an addiction, and referral of patients to appro
priate addiction treatment professionals if addiction is 
identified or strongly suspected. 



(D) Communication with patients on the potential 
harm associated with the use of opioids and other controlled 
substances, including the need to safely store and dispose 
of supplies relating to the use of opioids and other con
trolled substances. 

(E) Such other education and training as the Secretary 
considers appropriate to ensure that veterans receive safe 
and high-quality pain management care from the Depart
ment. 
(3) USE OF EXISTING PROGRAM.-ln providing education 

and training described in paragraph (2), the Secretary shall 
use the Interdisciplinary Chronic Pain Management Training 
Team Program of the Department (or successor program). 
(c) PAIN MANAGEMENT TEAMs.-

(1) 1N GENERAL.-ln carrying out the Opioid Safety Initia
tive of the Department, the director of each medical facility 
of the Department shall identify and designate a pain manage
ment team of health care professionals, which may include 
board certified pain medicine specialists, responsible for coordi
nating and overseeing pain management therapy at such 
facility for patients experiencing acute and chronic pain that 
is non-cancer related. 

(2) ESTABLISHMENT OF PROTOCOLS.-
(A) IN GENERAL.-In consultation with the Directors 

of each Veterans Integrated Service Network, the Secretary 
shall establish standard protocols for the designation of 
pain management teams at each medical facility within 
the Department. 

(B) CONSULTATION ON PRESCRIPTION OF OPIOIDS.-Each 
protocol established under subparagraph (A) shall ensure 
that any health care provider without expertise in pre
scribing analgesics or who has not completed the education 
and training under subsection (b), including a mental 
health care provider, does not prescribe opioids to a patient 
unless that health care provider-

(i) consults with a health care provider with pain 
management expertise or who is on the pain manage
ment team of the medical facility; and 

(ii) refers the patient to the pain management 
team for any subsequent prescriptions and related 
therapy. 

(3) REPORT.-
(A) IN GENERAL.-Not later than one year after the 

date of enactment of this Act, the director of each medical 
facility of the Department shall submit to the Under Sec
retary for Health and the director of the Veterans 
Integrated Service Network in which the medical facility 
is located a report identifying the health care professionals 
that have been designated as members of the pain manage
ment team at the medical facility pursuant to paragraph 
(1). 

(B) ELEMENTS.-Each report subinitted under subpara
graph (A) with respect to a medical facility of the Depart
ment shall include---

(i) a certification as to whether all members of 
the pain management team at the medical facility have 



completed the education and training required under 
subsection (b); 

(ii) a plan for the management and referral of 
patients to such pain management team if health care 
providers without expertise in prescribing analgesics 
prescribe opioid medications to treat acute and chronic 
pain that is non-cancer related; and 

(iii) a certification as to whether the medical 
facility-

(I) fully complies with the stepped-care model, 
or successor models, of pain management and 
other pain management policies of the Depart
ment; or 

(II) does not fully comply with such stepped
care model, or successor models, of pain manage
ment and other pain management policies but is 
carrying out a corrective plan of action to ensure 
such full compliance. 

(d) TRACKING AND MONITORING OF 0PrOID USE.-
(1) I'RESCRIPI'ION DRUG MONITORING PROGRAMS OF 

STATES.-In carrying out the Opioid Safety Initiative and the 
Opioid Therapy Risk Report tool of the Department, the Sec
retary shall-

(A) ensure access by health care p_roviders of the 
Department to information on controlled substances, 
including opioids and benzodiazepines, prescribed to vet
erans who receive care outside the Department through 
the prescription drug monitoring program of each State 
with such a program, including by seeking to enter into 
memoranda of understanding with States to allow shared 
access of such information between States and the Depart
ment; 

(B) include such information in the Opioid Therapy 
Risk Report tool; and 

(C) require health care providers of the Department 
to submit to the prescription drug monitoring program 
of each State with such a program information on prescrip
tions of controlled substances received by veterans in that 
State under the laws administered by the Secretary. 
(2) REPoRT ON TRACKING OF DATA ON OPIOID USE.-Not 

later than 18 months after the date of the enactment of this 
Act, the Secretary shall suhmit to the Committee on Veterans' 
Affairs of the Senate and the Committee on Veterans' Affairs 
of the House of Representatives a report on the feasibility 
and advisability of improving the Opioid Therapy Risk Report 
tool of the Department to allow for more advanced real-time 
tracking of and access to data on-

(A) the key clinical indicators with respect to the 
totality of opioid use by veterans; 

(B) concurrent prescrihing by health care providers 
of the Department of opioids in different health care set
tings, including data on concurrent prescribing of opioids 
to treat mental health disorders other than opioid use 
disorder; and 

(C) mail-order prescriptions of opioids prescrihed to 
veterans under the laws administered by the Secretary. 

(e) AVAILABILITY OF 0PIOID RECEPI'OR ANTAGONISTS.-



(1) INCREASED AVAILABILITY ANC USE.-
(A) IN GENERAL.-The Secretary shall maxmnze the 

availability of opioid receptor antagonists, includiog 
naloxone, to veterans. 

(B) AVAILABILITY, TRAINING, AND DISTRIBUTING.-In 
carrying out subparagraph (A), not later than 90 days 
after the date of the enactment of this Act, the Secretary 
shall-

(i) eqnip each pharmacy of the Department with 
opioid receptor antagonists to be dispensed to out
patients as needed; and 

(ii) expand the Overdose Education and Naloxone 
Distribution program of the Department to ensure that 
all veterans in receipt of health care under laws 
administered by the Secretary who are at risk of opioid 
overdose may access such opioid receptor antagonists 
and training on the proper administration of such 
opioid receptor antagonists. 
(C) VETERANS WHO ARE AT RISK.-For purposes of 

subparagraph (B), veterans who are at risk of opioid over
dose include---

(i) veterans receiving long-term opioid therapy; 
(ii) veterans receiving opioid therapy who have 

a history of substance use disorder or prior instances 
of overdose; and 

(iii) veterans who are at risk as determined by 
a health care provider who is treating the veteran. 

(2) R.EPORT.-Not later than 120 days after the date of 
the enactment of this Act, the Secretary shall submit to the 
Committee on Veterans' Affairs of the Senate and the Com
mittee on Veterans' Affairs of the House of Representatives 
a report on carrying out paragraph (1), including an assessment 
of any remaining steps to be carried out by the Secretary 
to carry out such paragraph. 
(f) INCLUSION OF CERTAIN INFORMATION ANC CAPABILITIES IN 

0PIOID THERAPY RISK REPORT TooL OF THE DEPARTMENT.-
(!) iNFoRMATION.-The Secretary shall include in the 

Opioid Therapy Risk Report tool of the Department--
(A) information on the most recent time the tool was 

accessed by a health care provider of the Department with 
respect to each veteran; and 

(B) information on the results of the most recent urine 
drug test for each veteran. 
(2) CAPABILITIES.-The Secretary shall include in the 

Opioid Therapy Risk Report tool the ability of the health care 
providers of the Department to determine whether a health 
care provider of the Department prescribed opioids to a veteran 
without checking the mformation in the tool with respect to 
the veteran. 
(g) NOTIFICATIONS OF RISK IN COMPUTERIZED HEALTH 

REcoRD.-The Secretary shall modify the computerized patient 
record system of the Department to ensure that any health care 
provider that accesses the record of a veteran, regardless of the 
reason the veteran seeks care from the health care provider, will 
be immediately notified whether the veteran-

(1) is receiving opioid therapy and has a history of sub
stance use disorder or prior instances of overdose; 



(2) has a history of opioid abuse; or 
(3) is at risk of developing an opioid use disorder, as deter

mined by a health care provider who is treating the veteran. 

SEC. 912, STRENGTHENING OF JOINT WORKING GROUP ON PAIN 
MANAGEMENT OF THE DEPARTMENT OF VETERANS 
AFFAIRS AND THE DEPARTMENT OF DEFENSE. 

(a) IN GENERAL.-Not later than 90 days after the date of 
enactment of this Act, the Secretary of Veterans Affairs and the 
Secretary of Defense shall ensure that the Pain Management 
Working Group of the Health Executive Committee of the Depart
ment of Veterans Affairs-Department of Defense Joint Executive 
Committee (Pain Management Working Group) established under 
section 320 of title 38, United States Code, includes a focus on 
the following: 

(1) The opioid prescribing practices of health care providers 
of each Department. 

(2) The ability of each Department to manage acute and 
chronic pain among individuals receiving health care from the 
Department, including training health care providers with 
respect to pain management. 

(3) The use by each Department of complementary and 
integrative health in treating such individuals. 

( 4) The concurrent use and practice by health care pro
viders of each Department of opioids and prescription drugs 
to treat mental health disorders, including benzodiazepines. 

(5) The use of care transition plans by health care providers 
of each Department to address case management issues for 
patients receiving opioid therapy who transition between 
inpatient and outpatient care. 

(6) The coordination in coverage of and consistent access 
to medications prescribed for patients transitioning from 
receiving health care from the Department of Defense to 
receiving health care from the Department of Veterans Affairs. 

(7) The ability of each Department to properly screen, 
identify, refer, and treat patients with substance use disorders 
who are seeking treatment for acute and chronic pain manage
ment conditions. 
(b) COORDINATION AND CONSULTATION.-The Secretary of Vet

erans Affairs and the Secretary of Defense shall ensure that the 
working ~up described in subsection (a}--

(1) coordinates the activities of the working group with 
other relevant working groups established under section 320 
of title 38, United States Code; 

(2) consults with other relevant Federal agencies, including 
the Centers for Disease Control and Prevention, with respect 
to the activities of the working group; and 

(3) consults with the Department of Veterans Affairs and 
the Department of Defense with respect to the VA/DOD Clinical 
Practice Guideline for Management of Opioid Therapy for 
Chronic Pain, or any successor guideline, and reviews and 
provides comments before any update to the guideline is 
released. 
(c) CLINICAL PRACTICE GUIDELINES.-

(1) IN GENERAL.-Not later than 180 days after the date 
of the enactment of this Act, the Secretary of Veterans Affairs 
and the Secretary of Defense shall issue an update to the 



VA/DOD Clinical Practice Guideline for Management of Opioid 
Therapy for Chronic Pain. 

(2) MATTERS INCLUDED.-ln conducting the update under 
paragraph (1), the Pain Management Working Group, in 
coordination with the Clinical Practice Guidellne V A/DoD 
Management of Opioid Therapy for Chronic Pain Working 
Group, shall work to ensure that the Clinical Practical Guide
line includes the following: 

(A) Enhanced guidance with respect 1:<>-
(i) the co-administration of an opioid and other 

drugs, including benzodiazepines, that may result in 
life-limiting drug interactions; 

(ii) the treatment of patients with current acute 
psychiatric instability or substance use disorder or 
patients at risk of suicide; and 

(iii) the use of opioid therapy to treat mental health 
disorders other than opioid use disorder. 
(B) Enhanced guidance with respect to the treatment 

of patients with behaviors or comorbidities, such as post
traumatic stress disorder or other psychiatric disorders, 
or a history of substance abuse or addiction, that requires 
a consultation or co-management of opioid therapy with 
one or more specialists in pain management, mental health, 
or addictions. 

(C) Enhanced guidance with respect to health care 
providers---

(i) conducting an effective assessment for patients 
beginning or continuing opioid therapy, including 
understanding and setting realistic goals with respect 
to achieving end maintaining an expected level of pain 
relief, improved function, or a clinically appropriate 
comhination of hoth; and 

(ii) effectively assessing whether opioid therapy 
is achieving or maintaining the established treatment 
goals of the patient or whether the patient and health 
care provider should discuss adjusting, augmenting, 
or discontinuing the opioid therapy. 
(D) Guidelines to inform the methodologies used by 

health care providers of the Department of Veterans Affairs 
end the Department of Defense to safely taper opioid 
therapy when adjusting or discontinuing the use of opioid 
therapy, including-

(i) prescription of the lowest effective dose based 
on patient need; 

(ii) use of opioids only for a limited time; end 
(iii) augmentation of opioid therapy with other 

~ain management therapies and modalities. 
(E) Guidelines with respect to appropriate case 

management for patients receiving opioid thera_py who 
transition between inpatient and outpatient health care 
setti~s, which may include the use of care transition plans. 

(F) Guidelines with respect to appropriate case 
management for patients receiving opioid therapy who 
transition from receiving care during active duty to post
military health care networks. 

(G) Guidelines with respect to providing options, before 
initiating opioid therapy, for pain management therapies 



without the use of opioids and options to augment opioid 
therapy with other clinical and complementary and integra
tive health services to minimize opioid dependence. 

(H) Guidelines with respect to the provision of evi
dence-based non-opioid treatments within the Department 
of Veterans Affairs and the Department of Defense, 
including medical devices and other therapies approved 
or cleared by the Food and Drug Administration for the 
treatment of chronic pain as an alternative to or to augment 
opioid therapy. 

(I) Guidelines developed by the Centers for Disease 
Control and Prevention for safely prescribing opioids for 
the treatment of chronic, non-cancer related pain in out
patient settings. 
(3) RULE OF CONSTRUCTION.-Nothing in this subsection 

shall be construed to prevent the Secretary of Veterans Affairs 
and the Secretary of Defense from considering all relevant 
evidence, as appropriate, in updating the VA/DOD Clinical 
Practice Guideline for Management of Opioid Therapy for 
Chrouic Pain, as required under paragraph (1), or from ensuriog 
that the final clinical practice guideline updated under such 
paragraph remains _l!}Jplicable to the patient populations of 
the Department of Veterans Affairs and the Department of 
Defense. 

SEC. 913. REVIEW, INVESTIGATION, AND REPORT ON USE OF OPIOIDS 
IN TREATMENT BY DEPARTMENT OF Vl!n'ERANS AFFAIRS. 

(a) COMPTROLLER GENERAL REPORT.-
(1) IN GENERAL.-Not later than two years after the date 

of the enactment of this Act, the Comptroller General of the 
Uuited States shall submit to the Committee on Veterans' 
Affairs of the Senate and the Committee on Veterans' Affairs 
of the House of Representatives a report on the Opioid Safety 
Initiative of the Department of Veterans Affairs and the opioid 
prescribing practices of health care providers of the Depart
ment. 

(2) ELEMENTS.-The report submitted under paragraph (1) 
shall include the following: 

(A) An assessment of the implementation and moni
toriog by the Veterans Health Administration of the Opioid 
Safety Ioitiative of the Department, including examining, 
as appropriate, the following: 

(i) How the Department mouitors the key clinical 
outcomes of such safety initiative (for example, the 
percentage of unique veterans visiting each medical 
center of the Deyartment that are prescribed an ~ioid 
or an opioid and benzodiazepine concurrently) and how 
the Department uses that information-

(!) to improve prescribing practices; and 
(II) to identify high prescribing or otherwise 

inappropriate prescribing practices by health care 
providers. 
(ii) How the Department monitors the use of the 

Opioid Therapy Risk Report tool of the Department 
(as developed through such safety initiative) aod 
com_pliance with such tool by medical facilities and 
health care providers of the Department, including 



any findings by the Department of prescription rates 
or prescription practices by medical facilities or health 
care providers that are inappropriate. 

(iii) The implementation of academic detailing pro
grams within the Veterans Integrated Service Net
works of the Department and how such programs are 
being used to improve opioid prescribing practices. 

(iv) Recommendations on such improvements to 
the Opioid Safety Initiative of the Department as the 
Comptroller General considers appropriate. 
(B) Information made available under the Opioid 

Therapy Risk Report tool with respect to-
(i) deaths resulting from sentinel events involving 

veterans prescribed opioids by a health care provider; 
(ii) overall !rescription rates and, if applicable, 

indications use by health care providers for pre
scribing chronic opioid therapy to treat non-cancer, 
non-palliative, and non-hospice care patients; 

(iii) the prescription rates and indications used 
by health care providers for prescribing 
benzodiazepines and opioids concomitantly; 

(iv) the practice by health care providers of pre
scribing opioids to treat patients without any pain, 
including to treat patients with mental health dis
orders other than opioid use disorder; and 

(v) the effectiveness of opioid therapy for patients 
receiving such therapy, including the effectiveness of 
lnng-term opioid therapy. 
(C) An evaluation of processes of the De_partment in 

place to oversee opioid use among veterans, including proce
dures to identify and remedy potential over-prescribing 
of Oj>ioids by health care providers of the Department. 

(D) An assessment of the implementation by the Sec
retary of Veterans Affairs of the VA/DOD Clinical Practice 
Guideline for Management of Opioid Therapy for Chronic 
Pain, including any figures or approaches used by the 
Department to assess compliance with such guidelines by 
medical centers of the Department and identify any medical 
centers of the Department operating action plans to 
improve compliance with such guidelines. 

(E) An assessment of the data that the Department 
has developed to review the opioid prescribing practices 
of health care providers of the Department, as required 
by this subtitle, including a review of how the Department 
identifies the practices of individual health care providers 
that warrant further review based on prescribing levels, 
health conditions for which the health care provider is 
prescribing opioids or opioids and benzodiazepines concur
rently, or other practices of the health care provider. 

(b) SEMI-ANNUAL PRoGRESS REPORT ON IMPLEMENTATION OF 
COMPTROLLER GENERAL RECOMMENDATIONS.-Not later tban 180 
days after the date of the submittal of the report required under 
subsection (a), and not less frequently than annually thereafter 
until the Comptroller General of the United States determines 
that all recommended actions are closed, the Secretary of Veterans 
Affairs shall submit to the Committee on Veterans' Affairs of the 
Senate and the Committee on Veterans' Affairs of the House of 
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Representatives a progress report detailing the actions by the Sec
retary to address BI!Y outstanding findings and recommendations 
by the Comptroller General of the United States under subsection 
(a) with respect to the Veterans Health Administration. 

(c) ANNuAL REPoRT ON 0PIOID THERAPY AND PRESCRIPTION 
R.ATEs.-Not later than one year after the date of the enactment 
of this Act, and not less frequently than annually for the followin!J 
five years, the Secretary shall submit to the Committee on Veterans 
Affairs of the Senate and the Committee on Veterans' Affairs of 
the House of Representatives a report on opioid therapy and 
prescription rates for the one-year period preceding the date of 
the submission of the report. Each such report shall include each 
of the following: 

(1) Tbe number of patienta and the percentage of the 
patient population of the Department who were prescribed 
benzodiazepines and opioids concun-ently by a health care pro
vider of the Department. 

(2) Tbe number of patienta and the percentage of the 
patient population of the Department without any pain who 
were prescribed opioids by a health care provider of the Depart
ment, including those who were prescribed benzodiazepines 
and opioids concurrently. 

(3) The number of non-cancer, non-palliative, and non
hospice care patients and the percentage of such patients who 
were treated with opioids by a health care provider of the 
Department on an inpatient-basis and who also received 
prescri_ption opioids by mail from the Department while being 
treated on an inpatient-basis. 

(4) The number of non-cancer, non-palliative, and non
hospice care patients and the percentage of such patients who 
were prescribed opioids concurrently by a health care provider 
of the Department and a health care provider that is not 
a health care provider of the Department. 

(5) With respect to each medical facility of the Department, 
the collected and reviewed information on opioida prescribed 
by health care providers at the facility to treat non-cancer, 
non-palliative, and non-hospice care patients, including-

(A) the prescription rate at which each health care 
provider at the facility prescribed benzodiazepines and 
opioids concurrently to such patients and the aggregate 
of such prescription rate for all health care providers at 
the facility; 

(B) the prescription rate at which each health care 
provider at the facility prescribed benzodiazepines or 
opioids to such patients to treat conditions for which 
benzodiazepines or opioids are not approved treatment and 
the aggregate of such prescription rate for all health care 
providers at the facility; 

(C) the prescription rate at which each health care 
provider at the facility prescribed or dispensed mail-order 
prescriptions of opioids to such patients while such patients 
were being treated with opioids on an inpatient-basis and 
the aggregate of such prescription rate for all health care 
providers at the facility; and 

(D) the prescription rate at which each health care 
provider at the facility prescribed opioids to such patients 
who were also concurrently prescribed opioids by a health 
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care provider that is not a health care provider of the 
Department and the aggregate of such prescription rates 
for all health care providers at the facility. 
(6) With respect to each medical facility of the Department, 

the number of times a pharmacist at the facility overrode 
a critical drug interaction warning with respect to an inter
action between opioids and another medication before dis
pensing such medication to a veteran. 
(d) INVESTIGATION OF l'RESCRIPTION RATES.-If the Secretary 

determioes that a prescription rate with respect to a health care 
provider or medical facility of the Department conflicts with or 
is otherwise inconsistent with the standards of appropriate and 
safe care, the Secretary shall-

(1) immediately notify the Committee on Veterans' Affairs 
of the Senate and the Committee on Veterans' Affairs of the 
House of Representatives of such determination, including 
information relating to such determination, prescription rate, 
and health care provider or medical facility, as the case may 
be; and 

(2) through the Office of the Medical Inspector of the Vet
erans Health Administration, conduct a full investigation of 
the health care provider or medical facility, as the case may 
be. 
(e) PRESCRIPTION RATE DEFINED.-In this section, the term 

"prescription rate" means, with respect to a health care provider 
or medical facility of the Department, each of the following: 

(1) The number of patients treated with opioids by the 
health care provider or at the medical facility, as the case 
may be, divided by the total number of pharmacy users of 
that health care provider or medical facility. 

(2) The average number of morphine equivalents per day 
prescribed by the health care provider or at the medical facility, 
as the case may be, to ,PBtients being treated with opioidB. 

(3) Of the patients bemg treated with opioids by the health 
care provider or at the medical facility, as the case may be, 
the average number of prescriptions of opioids per patient. 

SEC. 914. MANDATORY DISCLOSURE OF CERTAIN VETERAN INFORMA
TION TO STATE CONTROLLED SUBSTANCE MONITORING 
PROGRAMS. 

Section 5701(1) of title 38, United States Code, is amended 
by striking ''may" and inserting "shall". 
SEC. 910. ELIMINATION OF COPAYMENT REQUIREMENT FOR VET

ERANS RECEIVING OPIOID ANTAGONISTS OR EDUCATION 
ON USE OF OPIOID ANTAGONISTS. 

(a) COPAYMENT FOR 0PIOID ANTAGONISTS.--Section 1722A(a) 
of title 38, United States Code, is amended by adding at the end 
the following new paragraph: 

"(4) Paragraph (1) does not apply to opioid antagonists fur
nished under this chapter to a veteran who is at high risk for 
overdose of a specific medication or substance in order to reverse 
the effect of such an overdose.". 

(b) COPAYMENT FOR EDUCATION ON USE OF 0PIOID ANTAGO
NISTS.--Section 1710(g)(3) of such title is amended-

(1) by striking "with respect to home health services" and 
inserting "with respect to the following:" 

"(A) Home health services"; and 
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(2) by adding at the end the following subparagraph: 
"(B) Education on the use of opioid antagonists to reverse 

the effects of overdoses of specific medications or substances.". 

Subtitle B-Patient Advocacy 

SEC. 921. COMMUNITY MEETINGS ON IMPROVING CARE FURNISHED 
BY DEPARTMENT OF VETERANS AFFAIRS. 

(a) COMMUNITY MEETINGS.-
(!) MEDICAL CENTERS.-Not later than 90 days after the 

date of the enactment of this Act, and not less frequently 
than once every 90 days thereafter, the Secretary shall ensure 
that each medical facility of the Department ofVeterans Affairs 
hosts a community meeting open to the public on improving 
health care furnished by the Secretary. 

(2) COMMUNITY-BASED OUTPATIENT CLINICS.-Not later than 
one year after the date of the enactment of this Act, and 
not less frequently than annually thereafter, the Secretary 
shall ensure that each community-based outpatient clinic of 
the Department hosts a community meeting open to the public 
on improving health care furnished by the Secretary. 
(h) ATTENDANCE BY DIREcTOR OF VETERANS INTEGRATED 

SERVICE NETWORK OR DESIGNEE.-
(!) IN GENERAL.-Each community meetiog hosted by a 

medical facility or community-based outpatient clinic under 
subsection (a) shall be attended by the Director of the Veterans 
Integrated Service Network in which the medical facility or 
community-based outpatient clinic, as the case may be, is 
located. Subject to paragraph (2), the Director may delegate 
such attendance only to an employee who works in the Office 
of the Director. 

(2) ATTENDANCE BY DIRECTOR.-Each Director of a Veterans 
Integrated Service Network shall personally attend not less 
than one community meeting under subsection (a) hosted by 
each medical facility located in the Veterans Integrated Service 
Network each year. 
(c) NOTICE.-The Secretary shall notify the Committee on Vet

erans' Affairs of the Senate, the Committee on Veterans' Affairs 
of the HOUBe of Representatives, and each Member of Congress 
(as defined in section 902) who represents the area in which the 
medical facility is located of a community meeting under subsection 
(a) by not later than 10 days before such community meetiog 
occurs. 
SEC. 922.ll\IPROVEMENT OF AWARENESS OF PATIENT ADVOCACY PRQ. 

GRAM AND PATIENT Bn.L OF RIGHTS OF DEPARTMENT 
OF VETERANS AFFAIRS. 

Not later than 90 days after the date of the enactment of 
this Act, the Secretary of Veterans Affairs shall, in as many promi
nent locations as the Secretary determines appropriate to be seen 
by the largest percentage of patients and family members of patients 
at each medical facility of the Department of Veterans Afl'airs---

(1) display the purposes of the Patient Advocacy Program 
of the Department and the contact information for the patient 
advocate at such medical facility; and 

(2) display the rights and responsibilities of-
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(A) patients and family members of patients at such 
medical facility; and 

(B) with respect to community living centers and other 
residential facilities of the Department, residents and 
family members of residents at such medical facility. 

SEC. 923. COMPI'ROLLER GENERAL REPORT ON PATIENT ADVOCACY 
PROGRAM OF DEPARTMENT OF VETERANS .AFFAIRS. 

(a) IN GENERAL.-Not later than two years after the date of 
the enactment of this Act, the Comptroller General of the United 
States shall submit to the Committee on Veterans' Affairs of the 
Senate and the Committee on Veterans' Affairs of the House of 
Representatives a repnrt on the Patient Advocacy Program of the 
Department of Veterans Affairs (io this section referred to as the 
"Program"). 

(b) ELEMENTB.-The report required by subsection (a) shall 
ioclude the following: 

(1) A description of the Program, iocludiog
(A) the purpose of the Program; 
(B) the activities carried out under the Program; and 
(C) the sufficiency of the Program in achieving the 

purpose of the Program. 
(2) An assessment of the sufficiency of staffing of employees 

of the Department responsible for carryiog out the Program. 
(3) An assessment of the sufficiency of the training of 

such employees. 
( 4) An assessment of-

(A) the awareness of the Program among veterans 
and family members of veterans; and 

(B) the use of the Program by veterans and family 
members of veterans. 
(5) Such recommendations and proposals for improving or 

modifYing the Program as the Comptroller General considers 
appropriate. 

(6) Such other ioformation with respect to the Program 
as the Comptroller General considers appropriate. 

SEC. 924. ESTABLISHMENT OF OFFICE OF PATIENT ADVOCACY OF THE 
DEPARTMENT OF VETERANS AFFAIRS. 

(a) IN GENERAL.-Subchapter I of chapter 73 of title 38, United 
States Code, is amended by adding at the end the followiog new 
section: 

"§ 7309A. Office of Patient Advocacy 
"(a) ESTABLISHMENT.-There is established in the Department 

withio the Office of the Under Secretary for Health an office to 
be known as the 'Office of Patient Advocacy' (io this section referred 
to as the 'Office'). 

"(b) IIEAD.--{1) The Director of the Office of Patient Advocacy 
shall be the head of the Office. 

"(2) The Director of the Office of Patient Advocacy shall be 
appoioted by the Under Secretary for Health from among iodivid
uals qualified to perform the duties of the position and shall repnrt 
directly to the Under Secretary for Health. 

"(c) F'uNCTION.--{1) The function of the Office is to carry out 
the Patient Advocacy Program of the Department. 
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"(2) In carrying out the Patient Advocacy Program of the 
Department, the Director shall ensure that patient advocates of 
the Department-

"(A) advocate on behalf of veterans with respect to health 
care received and sought by veterans under the laws adminis
tered by the Secretary; 

"(B) carry out the responsibilities specified in subsection 
(d); and 

"(C) receive training in patient advocacy. 
"(d) PATIENT ADVOCACY RESPONSffiiLITIES.-Th.e responsibilities 

of each patient advocate at a medical facility of the Department 
are the following: 

"(1) To resolve complaints by veterans with respect to 
health care furnished under the laws administered by the Sec
retary that cannot be resolved at the point of service or at 
a higher level easily accessible to the veteran. 

"(2) To present at various meetings and to various commit
tees the issues experienced by veterans in receiving such health 
care at such medical facility. 

"(3) To express to veterans their rights and responsibilities 
as patients in receiving such health care. 

"( 4) To manage the Patient Advocate Tracking System of 
the Department at such medical facility. 

"(5) To compile data at such medical facility of complaints 
made by veterans with respect to the receipt of such health 
care at such medical facility and the satisfaction of veterans 
with such health care at such medical facility to determiue 
whether there are trends in such data. 

"(6) To ensure that a process is in place for the distribution 
of the data compiled under paragraph (5) to appropriate leaders, 
committees, services and staff of the Department. 

"(7) To identifY, not less frequently than quarterly, 
opportunities for improvements in the furnishing of such health 
care to veterans at such medical facility based on complaints 
by veterans. 

"(8) To ensure that any significant complaint by a veteran 
with respect to such health care is brought to the attention 
of appropriate staff of the Department to trigger an assessment 
of whether there needs to be a further analysis of the problem 
at the facility-wide level. 

"(9) To support any patient advocacy programs carried 
out ~ the Department. 

(10) To ensure that all appeals and final decisions with 
respect to the receiE!; of such health care are entered into 
the Patient Advocate Tracking System of the Department. 

"(11) To understand all laws, directives, and other rules 
with respect to the rights and res_ponsibilities of veterans in 
receiving such health care, including the appeals processes 
available to veterans. 

"(12) To ensure that veterans receiving mental health care, 
or the surrogate decision-makers for such veterans, are aware 
of the rights of veterans to seek representation from systems 
established under section 103 of the Protection and Advocacy 
for Mentally Ill Individuals Act of 1986 (42 U.S.C. 10803) 
to protect and advocate the rights of individuals with mental 
illness and to investigate incidents of abuse and neglect of 
such individuals. 
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"(13) To fulfill requirements established by the Secretary 
with respect to the inspection of controlled substances. 

"(14) To document potentially threateuing behavior and 
report such behavior to ap~ropriate authorities. 
"(e) TRAI::NING.-In providing training to patient advocates 

under subsection (c)(2)(C), the Director shall ensure that such 
training is consistent throughout the Department. 

"(f) CONTROlLED SUBSTANCE DEFINED.-In this section, the 
term 'controlled substance' has the meaning given that tenn in 
section 102 of the Controlled Substances Act (21 U.S.C. 802).". 

(b) CLERICAL AMENDMENT.-The table of sections at the begin
uing of chapter 73 of such title is amended by inserting after 
the item relating to section 7309 the following new item: 

"7309A. Office of Patient Advocacy.". 

(c) DATE FuLLY 0PERATIONAL.-The Secretary of Veteraos 
Affairs shall ensure that the Office of Patient Advocacy established 
under section 7309A of title 38, United States Code, as added 
by subsection (a), is fully operational not later than the date that 
is one year after the date of the enactment of this Act. 

Subtitle C-Complementary and 
Integrative Health 

SEC. 931. EXPANSION OF RESEARCH AND EDUCATION ON AND 
DELIVERY OF COMPLEMENTARY AND INTEGRATIVE 
HEALTH TO VETERANS. 

(a) EsTABLISHMENT.-There is established a commission to be 
known as the "Creating Options for Veterans' Expedited Recovery" 
or the "COVER Commission" (in this section referred to as the 
"Commission"). The Commission shall examine the evidence-based 
therapy treatment model used by the Secretary of Veterans Affairs 
for treating mental health conditions of veterans and the potential 
benefits or incorporating complementary and integrative health 
treatments available in non-Department facilities (as defined in 
section 1701 of title 38, United States Code). 

(b) DUTIES.-The Commission shall perform the following 
duties: 

(1) Examine the efficacy of the evidence-based therapy 
model used by the Secretary for treating mental health illnesses 
of veterans and identify areas to improve wellness-based out
comes. 

(2) Conduct a patient-centered survey within each of the 
Veterans Integrated Service Networks to exam.ine---

(A) the ~erience of veterans with the Department 
of Veterans Affairs when seeking medical assistance for 
mental health issues through the health care system of 
the Department; 

(B) the experience of veterans with non-Department 
facilities and health professionals for treating mental 
health issues; 

(C) the preference of veterans regarding available 
treatment for mental health issues and which methods 
the veterans believe to be most effective; 
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(D) the experience, if any, of veterans with respect 
to the complementary and integrative health treatment 
therapies described in paragraph (3); 

(E) the prevalence of prescribing prescription medica
tion among veterans seeking treatment through the health 
care system of the Department as remedies for addressing 
mental health issues; and 

(F) the outreach efforts of the Secretary regarding the 
availability of benefits and treatments for veterans for 
addresaing mental health issues, including by identifYing 
ways to reduce barriers to gaps in such benefits and treat
ments. 
(3) Examine available research on complementary and 

integrative health treatment therapies for mental health issues 
and identify what benefits could be made with the inclusion 
of such treatments for veterans, including with respect to-

(A) music therapy; 
(B) equine therapy; 
(C) training and caring for service dogs; 
(D) yoga therapy; 
(E) acupuncture therapy; 
(F) meditation therapy; 
(G) outdoor sports therapy; 
(H) hyperbaric oxygen therapy; 
(I) accelerated resolution therapy; 
(J) art therapy; 
(K) magnetic resonance therapy; and 
(L) other therapies the Commission determines appro

priate. 
(4) Study the sufficiency of the resources of the Department 

to ensure the delivery of quality health care for mental health 
issues among veterans seeking treatment within the Depart
ment. 

(5) Study the current treatments and resources available 
within the Department and assess-

(A) the effectiveness of sucb treatments and resources 
in decreasing the number of suicides per day by veterans; 

(B) the number of veterans who have been diagnosed 
with mental health issues; 

(C) the percentage of veterans using the resources of 
the Department who have been diagnosed with mental 
health issues; 

(D) the percentage of veterans wbo have completed 
counseling sessions offered by the Department; and 

(E) the efforts of the Department to expand complemen
tary and integrative health treatments viable to the 
recovery of veterans with mental health issues as deter
mined by the Secretary to improve the effectiveness of 
treatments offered by the Department. 

(c) MEMBERSHIP.-
(!) IN GENERAL.-The Commission shall be composed of 

10 members, appointed as follows: 
(A) Two members appointed by the Speaker of the 

House of Representatives, at least one of whom shall be 
a veteran. 
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(B) Two members appointed by the minority leader 
of the House of Representatives, at least one of whom 
shall be a veteran. 

(C) Two members appointed by the majority leader 
of the Senate, at least one of whom shall be a veteran. 

(D) Two members appointed by the minority leader 
of the Senate, at least one of whom shall be a veteran. 

(E) Two members appointed by the President, at least 
one of whom shall be a veteran. 
(2) Qu.AIJFICATIONS.-Members of the Commission shall 

be individuals who--
(A) are of recognized standing and distinction within 

tbe medical community with a background in treating 
mental health; 

(B) have experience working with tbe military and 
veteran population; and 

(C) do not have a financial interest in any of the 
complementary and integrative health treatments reviewed 
by the Commission. 
(3) CHAIRMAN.-The President shall designate a member 

of the Commission to be the Chairman. 
(4) PERIOD OF APPOINTMENT.-Members of the Commission 

shall be appointed for the life of the Commission. 
(5) VACANCY.-A vacancy in the Commission shall be filled 

in the manner in which the original appointment was made. 
(6) APPoiNTMENT DEADLINE.-The appointment of members 

of the Commission in this section shall be made not later 
than 90 daye after the date of the enactment of this Act. 
(d) POWERS OF COMMISSION.-

(1) MEETINGS.-
(A) INITIAL MEETING.-The Commission shall hold its 

first meeting not later than 30 days after a majority of 
members are appointed to the Commission. 

(B) MEETING.-The Commission shall regularly meet 
at the call of the Chairmao. Sueh meetings may be earried 
out through the use of telephonic or other appropriate 
telecommunication technology if the Commission deter
mines that such technology will allow the members to 
communicate simultaneously. 
(2) HEARINGS.-The Commission may hold such hearings, 

sit and act at such times and places, take such testimony, 
and receive evidence as the Commission considers advisable 
to carry out the responsibilities of the Commission. 

(3) INFORMATION FROM FEDERAL AGENCIES.-The Commis
sion may secure directly from any department or agency of 
the Federal Government such information as the Commission 
considers necessary to carry out the duties of the Commission. 

(4) INFoRMATION FROM NONGOVERNMENTAL ORGANIZA
TIONS.-In carrying out its duties, the Commission may seek 
guidance through consultation with foundations, veteran service 
organizations, nonprofit groups, faith-based organizations, pri
vate and public institutions of higher education, and other 
organizations as the Commission determines appropriate. 

(5) COMMISSION RECORDS.-The Commission shall keep an 
accurate and complete record of the actions and meetings of 
the Commission. Sueh record shall be made available for public 
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inspection and the Comptroller General of the United States 
may audit and examine such record. 

(6) PERSONNEL RECORDS.-The Commission shall keep an 
accurate and complete record of the actions and meetings of 
the Commission. Such record shall be made available for public 
inspection and the Comptroller General of the United States 
may audit and examine such records. 

(7) COMPENSATION OF MEMBERS; TRAVEL EXPENSES.-Each 
member shall serve without pay but shall receive travel 
expenses to perform the duties of the Commission, including 
per diem in lieu of substances, at rates authorized under sub
chapter I of chapter 57 of title 5, United States Code. 

(8) STAFF.-The Chairman, in accordance with rules agreed 
upon the Commission, may appoint and fix the compensation 
of a staff director and such other personnel as may be necessary 
to enable the Commission to carry out its functions, without 
regard to the provisions of title 5, United States Code, governing 
appointments in the competitive service, without regard to the 
provision of chapter 51 and subchapter III of chapter 53 of 
such title relating to classification and General Schedule pay 
rates, except that no rate of pay fixed under this paragraph 
may exceed the equivalent of that payable for a position at 
level IV of the Executive Schedule uoder section 5315 of title 
5, United States Code. 

(9) PERSONNEL AS FEDERAL EMPLOYEES.-
(A) 1N GENERAL.-The executive director and any per

sonnel of the Commission are employees under section 
2105 of title 5, United States Code, for purpose of chapters 
63, 81, 83, 84, 85, 87, 89, and 90 of such title. 

(B) MEMBERS OF THE COMMISSION.-Subparagraph (A) 
shall not be construed to apply to members of the Commis
sion. 
(10) CONTRACTING.-The Commission may, to such extent 

and in such amounts as are provided in appropriations Acts, 
enter into contracts to enable the Commission to discharge 
the duties of the Commission uoder this Act. 

(11) ExPERT AND CONSULTANT SERVICE.-The Commission 
may procure the services of experts and consultants in accord
ance with section 3109 of title 5, United States Code, at rates 
not to exceed the daily rate paid to a person occupying a 
position at level IV of the Executive Schedule under section 
5315 of title 5, United States Code. 

(12) POSTAL SERVICE.-The Commission may use the 
United States mails in the same manner and under the same 
conditions as departments aod agencies of the United States. 

(13) PHYsiCAL FACIIJTIES AND EQUIPMENT.-Upon the 
request of the Commission, the Administrator of General Serv
ices shall provide to the Commission, on a reimbursable basis, 
the administrative support services necessary for the Commis
sion to carry out its responsibilities under this Act. These 
administrative services may include human resource manage
ment, budget, leasing accounting, and payroll services. 
(e) REPoRT.-

(!) INTERIM REPORTS.-
(A) IN GENERAL.-Not later than 60 days after the 

date on which the Commission first meets, and each 30-
day period thereafter ending on the date on which the 
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Commission submits the final report uoder paragraph (2), 
the Commission shall submit to the Committees on Vet
erans' Affairs of the House of Representatives and the 
Senate and the President a report detailing the level of 
cooperation the Secretary of Veterans Affairs (and the 
heads of other departments or agencies of the Federal 
Government) has provided to the Commission. 

(B) OTHER REPORTS.-In carrying out its duties, at 
times that the Commission determines appropriate, the 
Commission shall submit to the Committees on Veterans' 
Affairs of the House of Representatives and the Senate 
and any other appropriate entities an interim report with 
respect to the findings identified by the Commission. 
(2) FINAL REPORT.-Not later than 18 months after the 

first meeting of the Commission, the Commission shall submit 
to the Committee on Veterans' Affairs of the House of Rep
resentatives and the Senate, the President, and the Secretary 
of Veterans Affairs a final report on the findings of the Commis
sion. Such report shall include the following: 

(A) Recommendations to implement in a feasible, 
timely, and cost-efficient manner the solutions and rem
edies identified within the findings of the Commission 
pursuant to subsection (b). 

(B) An analysis of the evidence-based therapy model 
used by the Secretary of Veterans Affairs for treating vet
erans with mental health care issues, and an examination 
of the prevalence and efficacy of prescription drugs as 
a means for treatment. 

(C) The findings of the patient-centered survey con
ducted within each of the Veterans Integrated Service Net
works pursuant to subsection (b)(2). 

(D) An examination of complementary and integrative 
health treatments described in subsection (b)(3) and the 
potential benefits of incorporating such treatments in the 
therapy models used by the Secretary for treating veterans 
with mental health issues. 
(3) PLAN.-Not later than 90 days after the date on which 

the Commission submits the final report under paragraph (2), 
the Secretary of Veterans Affairs shall submit to the Commit
tees on Veterans' Affairs of the House of Representatives and 
the Senate a report on the following: 

(A) An action plan for implementing the recommenda
tions established by the Commission on such solutions 
and remedies for improving wellness-based outcomes for 
veterans with mental health care issues. 

(B) A feasible timeframe on when the complementary 
and integrative health treatments described in subsection 
(b)(3) can be implemented Department-wide. 

(C) With respect to each recommendation established 
by the Commission, including any complementary and 
integrative health treatment, that the Secretary determines 
is not appropriate or feasible to implement, a justification 
for such determination and an alternative solution to 
improve the efficacy of the therapy models used by the 
Secretary for treating veterans with mental health issues. 
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(f) TERM:INATION OF COMMISSION.-The Commission shall termi
nate 30 days after the Commission submits the final report under 
subsection (eX2). 

SEC. 932. EXPANSION OF RESEARCH AND EDUCATION ON AND 
DELIVERY OF COMPLEMENTARY AND INTEGRATIVE 
HEALTH TO VETERANS. 

(a) DEVELOPMENT OF PLAN TO EXPAND RESEARCH, EDUCATION, 
AND DELIVERY.-Not later than 180 days after the date of the 
enactment of this Act, the Secretary of Veterans Affairs shall 
develop a plan to expand materially and substantially the scope 
of the effectiveness of research and education on, and delivery 
and integration of, complementary and integrative health services 
into the health care services provided to veterans. 

(b) ELEMENTS.-The plan required by subsection (a) shall pr<>
vide for the following: 

(1) Research on the following: 
(A) The effectiveness of various complementary and 

integrative health services, including the effectiveness of 
such services integrated with clinical services. 

(B) Approaches to integrating complementary and 
integrative health services into other health care services 
provided by the Department of Veterans Affairs. 
(2) Education and training for health care professionals 

of the Department on the following: 
(A) Complementary and integrative health services 

selected by the Secretary for purposes of the plan. 
(B) Appropriate uses of such services. 
(C) Integration of such services into the delivery of 

health care to veterans. 
(3) Research, education, and clinical activities on com

plementary and integrative health at centers of innovation 
at medical centers of the Department. 

(4) Identification or development of metrics and outcome 
measures to evaluate the effectiveness of the provision and 
integration of complementary and integrative health services 
into the delivery of health care to veterans. 

(5) Integration and delivery of complementary and integra
tive health services with other health care services provided 
by the Department. 
(c) CONSULTATION.-

(1) IN GENERAL.-ht carrying out subsection (a), the Sec
retary shall consult with the following: 

(A) The Director of the National Center for Com
plementary aod Integrative Health of the National 
Institutes of Health. 

(B) The Commissioner of Food aod Drngs. 
(C) Institutions of higher education, private research 

institutes, and individual researchers with extensive 
experience in complementary and integrative health and 
the integration of complementary and integrative health 
practices into the delivery of health care. 

(D) Nationally recogoized providers of oomplementary 
and integrative health. 

(E) Such other officials, entities, and individuals with 
expertise on complementary and integrative health as the 
Secretary considers appropriate. 
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(2) SCOPE OF CONSULTATION.-The Secretary shall under
take consultation under paragraph (1) in carrying out sub
section (a) with respect to the following: 

(A) To develop the plan. 
(B) To identity specific complementary and integrative 

health practices that, on the basis of research findings 
or promising clinical interventions, are appropriate to 
include as services to veterans. 

(C) To identify barriers to the effective provision and 
integration of complementary and integrative health serv
ices into the delivery of health care to veterans, and to 
identify mechanisms for overcoming such barriers. 

SEC. 933. PILOT PROGRAM ON INTEGRATION OF COMPLEMENTARY 
AND INTEGRATIVE HEALTH AND RELATED ISSUES FOR 
VETERANSANDFAMILYMEMBERSOFVETERANS. 

(a) PILOT l'ROGRAM.-
(1) IN GENERAL.-Not later than 180 days after the date 

on which the Secretary of Veterans Affairs receives the final 
report under section 931(e)(2), the Secretary shall commence 
a pilot program to assess the feasibility and advisability of 
using complementary and integrative health and wellness
based programs (as defined by the Secretary) to complement 
the provision of pain management and related health care 
services, including mental health care services, to veterans. 

(2) MATTERS ADDREBSED.-ln carrying out the pilot pr<r 
gram, the Secretary shall assess the following: 

(A) Means of improving coordination between Federal, 
State, local, and community providers of health care in 
the provision of pain management and related health care 
services to veterans. 

(B) Means of enhancing outreach, and coordination 
of outreach, by and among providers of health care referred 
to in subparagraph (A) on the pain management and 
related health care services available to veterans. 

(C) Means of using complementary and integrative 
health and wellness-based programs of providers of health 
care referred to in subparagraph (A) as complements to 
the provision by the Department of Veterans Affairs of 
pain management and related health care services to vet
erans. 

(D) Whether complementary and integrative health 
and wellness-based programs described in subparagraph 
(C)-

(i) are effective in enhancing the quality of life 
and well-being of veterans; 

(ii) are effective in increasing the adherence of 
veterans to the primary pain management and related 
health care services provided such veterans by the 
Department; 

(iii) have an effect on the sense of well-being of 
veterans who receive primary pain management and 
related health care services from the Department; and 

(iv) are effective in encouraging veterans receiving 
health care from the Department to adopt a more 
healthy lifestyle. 
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(b) DuRA.TION.-The Secretary shall carry out the pilot program 
uoder subsection (a)(1) for a period of three years. 

(c) LoCATIONS.-
(1) FACILITIES.-The Secretary shall carry out the pilot 

program uoder subsection (a)(1) at facilities of the Department 
providing pain management and related health care services, 
including mental health care services, to veterans. In selecting 
such facilities to carry out the pilot program, the Secretary 
shall select not fewer than 15 geographically diverse medical 
centers of the Department, of which not fewer than two shall 
be polytrauma rehabilitation centers of the Department. 

(2) MEDICAL CENTERS WITH PRESCRIPTION RATES OF OPIOIDS 
THAT CONFIJCT WITH CARE STANDARDS.-In selecting the med
ical centers uoder paragraph (1), the Secretary shall give pri
ority to medical centers of the Department at which there 
is a prescription rate of opioids that conflicts with or is other
wise inconsistent with the standards of appropriate and safe 
care. 
(d) PROVISION OF SERVICES.-Under the pilot program uoder 

subsection (a)(1), the Secretary shall provide covered services to 
covered veterans by integrating complementary and integrative 
health services with other services provided by the Department 
at the medical centers selected under subsection (c). 

(e) COVERED VETERANB.-For purposes of the pilot program 
under subsection (a)(l), a covered veteran is any veteran who--

(1) has a mental health condition diagnosed by a clinician 
of the Department; 

(2) experiences chronic pain; 
(3) has a chronic condition being treated by a clinician 

of the Department; or 
(4) is not described in paragraph (1), (2), or (3) and requests 

to participate in the pilot program or is referred by a clinician 
of the Department who is treating the veteran. 
(f) COVERED SERVICES.-

(1) IN GENERAL.-For purposes of the pilot program, covered 
services are services consisting of complementary and integra
tive health services as selected by the Secretary. 

(2) ADMINISTRATION OF SERVICES.--Covered services shall 
be administered under the pilot program as follows: 

(A) Covered services shsll he administered by profes
sionals or other instructors with appropriate training and 
expertise in complementary and integrative health services 
who are employees of the Department or with whom the 
Department enters into an agreement to provide such serv
ices. 

(B) Covered services shall he included as part of the 
Patient Aligoed Care Teams initiative of the Office of 
Patient Care Services, Primary Care Program Office, in 
coordination with the Office of Patient Centered Care and 
Cultural Transformation. 

(C) Covered services shall be made available to-
(i) covered veterans who have received conven

tional treatments from the Department for the condi
tions for which the covered veteran seeks complemen
tary and integrative health services uoder the pilot 
program; and 
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(ii) covered veterans who have not received conven
tional treatments from the Department for such condi
tions. 

(g) REPORTS.-
(1) IN GENERAL.-Not later than 30 months after the date 

on which the Secretary commences the pilot program under 
subsection (a)(1), the Secretary shall submit to the Committee 
on Veterans' Affairs of the Senate and the Committee on Vet
erans' Affairs of the House of Representatives a report on 
the pilot program. 

(2) ELEMENTB.-The report under paragraph (1) shall 
include the followin&::. 

(A) The fin~ and conclusions of the Secretary with 
respect to the p1lot program under subsection (a)(1), 
including with respect t<>-

(i) the use and efficacy of the complementary and 
integrative health services established under the pilot 
program; 

(ii) the outreach conducted by the Secretary to 
inform veterans and community organizations about 
the pilot program; and 

(iii) an assessment of the benefit of the _pilot pro
gram to covered veterans in mental health dia@oses, 
pain management, and treatment of chronic 1llness. 
(B) Identification of any unresolved barriers that 

impede the ability of the Secretary to incorporate com
plementary and integrative health services with other 
health care services provided by the Department. 

(C) Such recommendations for the continuation or 
expansion of the pilot program as the Secretary considers 
appropriate. 

Subtitle D-Fitness of Health Care 
Providers 

SEC. 941. ADDmONAL REQUIREMENTS FOR HIRING OF HEALTH CARE 
PROVIDERS BY DEPARTMENT OF VETERANS AFFAIRS. 

As part of the hiring process for each health care provider 
considered for a position at the Department of Veterans Affairs 
after the date of the enactment of the Act, the Secretary ofVeterans 
Affairs shall require from the medical board of each State in which 
the health care provider has or had a medicallicense---

(1) information on any violation of the requirements of 
the medical license of the health care provider during the 
20-year period preceding the consideration of the health care 
provider by the Department; and 

(2) information on whether the health care provider has 
entered into any settlement agreement for a disciplinary charge 
relating to the practice of medicine by the health care provider. 

SEC. 842. PROVISION OF INFORMATION ON HEALTH CARE PROVIDERS 
OF DEPARTMENT OF VETERANS AFFAIRS TO STATE MEJ>. 
ICAL BOARDS. 

Notwithstanding section 552a of title 5, United States Code, 
with respect to each health care provider of the Department of 
Veterans Affairs who has violated a requirement of the medical 
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license of the health care provider, the Secretary of Veterans Affairs 
shall provide to the medical board of each State in which the 
health care provider is licensed detailed information with respect 
to such violation, regardless of whether such board has formally 
requested such information. 

SEC. 949. REPORT ON COMPLIANCE BY DEPARTMENT OF VETERANS 
AFFAIRS WITH REVIEWS OF HEALTH CARE PROVIDERS 
LEAVING THE DEPARTMENT OR TRANSFERRING TO 
OTHER FACILITIES. 

Not later than 180 days after the date of the enactment of 
this Act, the Secretary of Veterans Affairs sball submit to the 
Committee on Veter8llB' Affairs of the Senate and the Committee 
on Veterans' Affairs of the House of Representatives a report on 
the compliance by the Department of Veterans Affairs with the 
policy of the Department--

(1) to conduct a review of each health care provider of 
the Department who transfers to another medical facility of 
the Department, resigns, retires, or is terminated to determine 
whether there are any concerns, complaints, or allegations of 
violations relating to the medical practice of the health care 
provider; and 

(2) to take appropriate action with respect to any such 
concern, complaint, or allegation. 

Subtitle E-Other Matters 

SEC. 951. MODIFICATION TO LlMlTATION ON AWARDS AND BONUSES. 

Section 705 of the Veterans Access, Choice, and Accountability 
Act of 2014 (Public Law 113-146; 38 U.S.C. 703 note) is amended 
to read as follows: 

"SEC. 706. LIMITATION ON AWARDS AND BONUSES PAID TO 
EMPLOYEES OF DEPARTMENT OF VETERANS AFFAIRS. 

"(a) LIMITATION.-Tbe Secretary of Veterans Affairs shall 
ensure that the aggregate amount of awards and bonuses paid 
by the Secretary in a fiscal year under chapter 45 or 53 of title 
5, United States Code, or any other awards or bonuses authorized 
under such title or title 38, United States Code, does not exceed 
the following amounts: 

"(1) With respect to each of fiscal years 2017 through 
2018, $230,000,000. 

"(2) With respect to each of fiscal years 2019 through 
2021, $225,000,000. 

"(3) With respect to each of fiscal years 2022 through 
2024, $360,000,000. 
"(b) SENSE OF CONGRESS.-It is the sense of Congress that 

the limitation under subsection (a) should not disproportionately 
impact lower-wage employees and that the Department of Veterans 
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Affairs is encouraged to use bonuses to incentivize high-performing 
employees in areas in which retention is challenging.". 

Speaker of the House of Representatives. 

Vice President of the United States and 
President of the Senate. 
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Dold's Bipartisan Bill to Prevent Drug Overdoses Signed Into 
Law 

Comprehensive Addiction and Recovery Act Includes Dold's Lali's Law 
Lali's Law Named in Memory of Alex Laliberte from Buffalo Grove 

WASHINGTON, D.C.- U.S. Congressman Robert Dold (IL-10) today celebrated the signing of the 
Comprehensive Addiction and Recovery Act, which included Rep. Dold's bipartisan bill Lali's Law. 
Earlier this month, the House passed the Comprehensive Addiction and Recovery Act 407 to 5 and 
the Senate passed the bill92 to 2. 

"Working with the Laliberte family from Buffalo Grove, we wrote and passed Lali's Law to 
help save lives and spare families from the pain of losing a child," Rep. Dold said. "Getting 
this bill signed into law with overwhelming bipartisan support is a perfect example of what 
we can achieve when we set aside partisan differences to help families. Together, we've 
ensured that Alex's lasting legacy includes helping others get a second chance at recovery 
and saving their families from heartbreak." 

On May 12, 2016, Rep. Dold's bipartisan legislation Lali's Law passed the United States House of 
Representatives, 415 to 4. Because of his leadership on the issue, Rep. Dold was then named to a 
conference committee to reach a compromise between the senate version ofthe Comprehensive 
Addiction and Recovery Act of 2016 and the House version. Rep. Dold secured Lali's Law's 
inclusion in the final package that was signed into law today. 

"The Comprehensive Addiction and Recovery Act is a game changer for the millions of Americans 
struggling with substance use. I am elated that Lali's Law is a part of this incredibly thoughtful 
and intelligent bill," Alex Laliberte's sister Chelsea Laliberte said. 'With the President's 
signature, change around behavioral health will begin, stigma will reduce, and those impacted 
can slowly heal from the destruction caused by this epidemic. By making substance use a top 
priority, Americans will be able to access affordable, evidence-based, individualized care, and 
states will no longer be dependent on their budgets alone to provide basic public health 
education and supplies such as naloxone." 

Between 2001 and 2014, there was a three-fold increase in prescription drug overdoses and a 
six-fold increase in heroin overdoses in the United States. Heroin now takes a life every three days 
in Chicago's collar counties and takes more than one life every day in Cook County. 

Lali's Law is named in memory of Alex Laliberte, a Buffalo Grove, Ill. resident and Stevenson High 
School graduate, who passed away seven years ago from a drug overdose. Laliberte played sports 
at Stevenson High School, did well in school and cared about his friends and family, but during 
his sophomore year of college he began being hospitalized for a mysterious illness. Unknown to 
his family and doctors, Laliberte had an addiction to prescription drugs and was being 
hospitalized for his withdrawal. He would stay in the hospital until his symptoms subsided only to 
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leave the hospital and repeat the cycle. Laliberte continued this pattern until he died of a heroin 
and prescription drug overdose a few days before his final exams. 

Rep. Dold's bipartisan Lali's Law will increase access to the life-saving antidote naloxone 
throughout the United States. Naloxone has proven to be hugely successful as a life-saving 
antidote. When used, naloxone helps restore breathing that has been stopped by an overdose. In 
Lake County, Ill., 94lives have been saved with naloxone since a new program developed by the 
Lake County Opioid Initiative was introduced equipping first responders with the overdose 
antidote. With increased access, the World Health Organization predicts naloxone could save 
another 20,000 lives every year. 

Rep. Dold is a co-chair of the Suburban Anti-Heroin Task Force and also a member of the 
Congressional Bipartisan Task Force to Combat the Heroin Epidemic. 

### 

http:l/dold.house.gov/2016/7/dold-s-bipartisan-bill-to-prevent-drug-overdoses-signed
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California State Board of Pharmacy’s Website Guidelines 
Developed by the Communication and Public Education Committee 

 
The following are guidelines to be used in determining appropriateness of website links posted 
at the California State Board of Pharmacy’s website. 
 
The board will utilize the following guidelines when determining what outside links to provide 
on the board’s website – www.pharmacy.ca.gov  
 
Links should be provided when they benefit consumers, applicants, licensees and other board 
stakeholders who utilize the board’s website as a resource for information and reference in 
accordance with the board’s mission statement: 

“The Board of Pharmacy protects and promotes the health and safety of Californians by 
pursuing the highest quality of pharmacist’s care and the appropriate use of 
pharmaceuticals through education, communication, licensing, legislation, regulation, 
and enforcement.” 

Additionally, all links posted to the board’s website in accordance with these 
guidelines should uphold the board’s statutory mandate of public protection as 
referenced in Business and Professions Code section 4001.1: 

“Protection of the public shall be the highest priority for the California State Board of 
Pharmacy in exercising its licensing, regulatory, and disciplinary functions.  Whenever 
the protection of the public is inconsistent with other interests sought to be promoted, 
the protection of the public shall be paramount.”  

 
Examples of appropriate links include:  
 Local, State, Federal Agencies/Governments 
 Consumer Protection Entities 
 National Association of Boards of Pharmacy 
 Accrediting Entities Referenced in Statute or Regulation 
 Industry Associations 
 Industry Related Organizations or Non-Profit Organizations 
 Licensing Entities for other US States or Territories 
 Links to media sites with consumer/licensee appropriate information, new stories, 

journals, etc. 
 
Examples of links that are not appropriate: 
 Commercial websites endorsing a product/concept/class for sale to a consumer/licensee 

population 
 Links to websites of licensees 
 Any link whereby posting it to the board’s website would provide an unfair competitive 

real or perceived benefit to an entity. 
 (REV. 7/16) 

http://www.pharmacy.ca.gov/
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 line 1 Vacancies occurring shall be filled by appointment for the
 line 2 unexpired term.
 line 3 (e)  Each member of the board shall receive a per diem and
 line 4 expenses as provided in Section 103.
 line 5 (f)  This section shall remain in effect only until January 1, 2021,
 line 6 and as of that date is repealed. Notwithstanding any other law, the
 line 7 repeal of this section renders the board subject to review by the
 line 8 appropriate policy committees of the Legislature.
 line 9 SEC. 2.

 line 10 SEC. 13. Section 4003 of the Business and Professions Code
 line 11 is amended to read:
 line 12 4003. (a)  The board, with the approval of the director, may
 line 13 appoint a person exempt from civil service who shall be designated
 line 14 as an executive officer and who shall exercise the powers and
 line 15 perform the duties delegated by the board and vested in him or her
 line 16 by this chapter. The executive officer may or may not be a member
 line 17 of the board as the board may determine.
 line 18 (b)  The executive officer shall receive the compensation as
 line 19 established by the board with the approval of the Director of
 line 20 Finance. The executive officer shall also be entitled to travel and
 line 21 other expenses necessary in the performance of his or her duties.
 line 22 (c)  The executive officer shall maintain and update in a timely
 line 23 fashion records containing the names, titles, qualifications, and
 line 24 places of business of all persons subject to this chapter.
 line 25 (d)  The executive officer shall give receipts for all money
 line 26 received by him or her and pay it to the department, taking its
 line 27 receipt therefor. Besides the duties required by this chapter, the
 line 28 executive officer shall perform other duties pertaining to the office
 line 29 as may be required of him or her by the board.
 line 30 (e)  This section shall remain in effect only until January 1, 2021,
 line 31 and as of that date is repealed.
 line 32 SEC. 3.
 line 33 SEC. 14. Section 4013 of the Business and Professions Code
 line 34 is amended to read:
 line 35 4013. (a)  Any facility licensed by the board shall join the
 line 36 board’s email notification list within 60 days of obtaining a license
 line 37 or at the time of license renewal.
 line 38 (b)  Any facility licensed by the board shall update its email
 line 39 address with the board’s email notification list within 30 days of
 line 40 a change in the facility’s email address.
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 line 1 (c)  An owner of two or more facilities licensed by the board
 line 2 may comply with subdivisions (a) and (b) by subscribing a single
 line 3 email address to the board’s email notification list, where the owner
 line 4 maintains an electronic notice system within all of its licensed
 line 5 facilities that, upon receipt of an email notification from the board,
 line 6 immediately transmits electronic notice of the same notification
 line 7 to all of its licensed facilities. If an owner chooses to comply with
 line 8 this section by using such an electronic notice system, the owner
 line 9 shall register the electronic notice system with the board by July

 line 10 1, 2011, or within 60 days of initial licensure, whichever is later,
 line 11 informing the board of the single email address to be utilized by
 line 12 the owner, describing the electronic notice system, and listing all
 line 13 facilities to which immediate notice will be provided. The owner
 line 14 shall update its email address with the board’s email notification
 line 15 list within 30 days of any change in the owner’s email address.
 line 16 (d)  (1)  Each pharmacist, intern pharmacist, pharmacy
 line 17 technician, designated representative-3PL licensed in this state
 line 18 shall join the board’s email notification list within 60 days of
 line 19 obtaining a license or at the time of license renewal.
 line 20 (2)  Each pharmacist, intern pharmacist, pharmacy technician,
 line 21 designated representative, and designated representative-3PL
 line 22 licensed in this state shall update his or her email address with the
 line 23 board’s email notification list within 30 days of a change in the
 line 24 licensee’s email address.
 line 25 (3)  The email address provided by a licensee shall not be posted
 line 26 on the board’s online license verification system.
 line 27 (4)  The board shall, with each renewal application, remind
 line 28 licensees of their obligation to report and keep current their email
 line 29 address with the board’s email notification list.
 line 30 (5)  This subdivision shall become operative on July 1, 2017.
 line 31 SEC. 4.
 line 32 SEC. 15. Section 4034 is added to the Business and Professions
 line 33 Code, to read:
 line 34 4034. “Outsourcing facility” means a facility that meets all of
 line 35 the following:
 line 36 (a)  Is located within the United States of America at one address
 line 37 that is engaged in the compounding of sterile drugs and nonsterile
 line 38 drugs.
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Subject: 

RESEARCH ADVISORY PANEL 
OF CALIFORNIA 

455 Golden Gate A venue, Suite 11000 
San Francisco, CA 94102-7004 
(415) 703-1373 I FAX: 703-1234 

http://oag.ca.gov/research 
jennifer.ahn@doj.ca.gov 

MEMORANDUM 

July 19, 2016 

Recipients- Research Advisory Panel Annual Report 

Y. Jennifer Ahn, Pharm.D. 
Panel Executive Officer 

Forty-fifth Annual Report of the Research 
Advisory Panel of California 2015 

Laurence R. Upjohn, Pharm.D. 

The Research Advisory Panel of California has recently submitted its ammal 
report to the Legislature and Governor. Enclosed is a copy of this report, which 
provides a summary of the Panel's activities for the year 2015. Also, the PDF 
version of the report can be found at our website: oag.ca.gov/researcb. under 
Appendices section. 

------------------
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2015 PANEL MEMBERS 

RESEARCH ADVISORY PANEL OF CALIFORNIA 

The Research Advisory Panel of California (RAPC) consists of the Panel chairman, 
Executive officer, and the Panel members. 

Edward P. O'Brien, J.D. 
Deputy Attorney General IV, State of California AG' s Office, San Francisco 
Panel Chainnan, Appointed by the State of California Attorney General 

Y. Jennifer Ahn, Pharm.D. 
Executive Officer 
Appointed by the State of California Attorney General 

David A. Baron, DO, MSEd 
Asst Dean, USC Keck School of Medicine 
Appointed by the University of Southern California 

Chwen-Yuen Angie Chen, MD, FACP 
Clinical Assistant Professor, Stanford University School of Medicine 
Appointed by the California Medical Association (CMA) 

Patrick R. Finley, Pharm.D. 
Professor of Clinical Pharmacy, UCSF School ofPharmacy 
Appointed by the California State Board of Phannacy 

Andrew S. Kayser, MD, PhD 
Assistant Professor ofNeurology, UCSF School of Medicine 
Appointed by the University of California 

Anna Lembke, M.D. . ... 
Assistant Professor of Psychiatry, Stanford University School of Medicine 
Appointed by Governor Brown 

Laurence R. Upjohn, Pharm.D. 
Chief, Science and Education Section, CA Dept of Public Health, Food and Drug Branch 
Appointed by the State of California Department of Public Health 

RAPC Website: oag.ca.gov/research 

E-mail contact: jennifer.ahn@doj.ca.gov 

This report represents a consensus among Panel members acting as individual experts. 
It does not represent policies or positions of the appointing agencies nor have those agencies been 
consulted by the Panel during its function or during the preparation ofthis report. 
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SUMMARY OF 2015 PANEL ACTIVITIES 

During 2015 the Panel reviewed forty-five research study submissions. Forty-three 
were approved by the Panel. Among the approved studies, fourteen studies were 
Academic research studies, two studies were Substance Abuse Treatment research 
studies, and twenty-seven studies were Multi-Center Clinical Drug Trial research 
studies. 

Thirteen research studies were completed or, in a few cases, terminated in 2014, and 
they were closed on the Panel's records. 

At the end of2015 the Panel was monitoring one hundred and twenty-one research 
projects. Note Appendices A, B, and C for specific listings. 

As part ofthe Panel's supervisory responsibility, ongoing projects are monitored by 
means of annual reports, Significant Adverse Event (SAE) reports and site visits. 
Approval may be withdrawn if the study deviates significantly from the approved 
protocol. 

Table 1 is a list of the studies approved by the Panel in 2015 and Table 2 is a list of the 
studies closed by the Panel in 2015. 

SELECTED RESEARCH FINDINGS 

Below are brief summary reports of several Panel approved projects which are of 
interest and indicative of the types of controlled substance research projects currently 
ongoing in California: 

Dr. Barth Wilsev, M.D. and colleagues at University of California Davis Medical 
Center, Department of Physical Medicine and Rehabilitation have provided the Panel 
with the following summary of research titled "A Randomized, Cross-Over Controlled 
Trial ofDronabinol and Vaporized Cannabis in Neuropathic Low Back Pain". 

Our primary objective is to assess whether treatment with vaporized whole plant 
cannabis or oral 1::,9-THC reduces spontaneous and evoked pain more than placebo, and 
whether there are differences between the two active treatments in terms of interference 
with activities of daily living. The primary outcome will be measured using self
reported average numerical pain intensity during the past 24 hours. A secondary 
outcome measure will be level of use of breakthrough pain medication. To determine if 
whole plant cannabis or oral 1::,9-THC have a more general analgesic effect above and 
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beyond medication induced changes in subjective pain intensity, pain tolerance and 
sensitivity will be experimentally induced using the cold pressor test (evoked pain). The 
secondary outcome measure of pain interference will be measured from the Repeated 
Measures Recommended Minimal Dataset (NIH Task Force on chronic low back pain). 

Our secondary objective is to examine the effects of vaporized whole plant cannabis 
and oral 6-THC ( dronabinol) on mood, neuropsychological function, and 
psychomimetic side-effects (high, stoned, etc.) compared to placebo and to each other. 
The secondary outcome mood will be determined using the Profile of Mood States. The 
secondary outcome measures of attention, verbal learning and fine motor coordination 
will be determined using the Digit Symbol test, the Hopkins Verbal Learning Test, and 
the Grooved Pegboard Test, respectively. 

Our tertiary objective is to examine the acute effects (after receiving stable treatment 
for 4 weeks) of vaporized whole plant cannabis and oral 6-THC compared to placebo 
and each other on driving skills. Using a driving simulator, we will examine the effects 
of treatment on driving performance, as well as the rate at which the effects dissipate 
over time. We will verify the recommendation that patients who use medicinal cannabis 
should wait at least three to four hours before driving. This will be evaluated, for the 
first time, in a cohort of patients who have been treated for a month (rather than in a 
group of novice or recreational users). It will also be the first time that driving 
simulation is studied inpatlenfrtaking oral 6-THC .. 

The present proposal builds upon previous work funded by the University of 
California Center for Medicinal Cannabis Research (CMCR). In our first study, thirty
eight patients with a heterogeneous collection of neuropathic pain conditions (e.g., 
spinal cord injury pain, central post-stroke pain, peripheral neuropathy, post-herpetic 
neuralgia, and complex regional pain syndrome) resistant to standard pharmacologic 
treatments were recruited 32. Subjects underwent a standardized procedure for smoking 
high dose (7% 6-THC), medium dose (3.5% 6-THC), or placebo 6-THC while 
continuing to use their regularly prescribed treatments. A mixed linear model 
demonstrated an equivalent analgesic response to smoking cannabis with both the high 
and medium doses. Psychoactive effects were minimal and well-tolerated, with some 
acute cognitive effects,·particularlywith memory, at the high dose (7% .6.-THC) 

The present study is designed to evaluate whether or not the medium dose of 
cannabis (3 .5%) can maintain an analgesic response over an eight week period. In 
addition, a direct comparison of this vaporized preparation will be made with 
dronabinol and placebo. 

Dr. Robert C. Malenka, MD, PhD and colleagues at Stanford University, School of 
Medicine have submitted Annual Progress Report titled "The Role of Oxytocin in the 
Pathogenesis of Autism". 

As described in our initial protocol application, we aim to define the pathogenesis of 
social dysfunction in autistic spectrum disorders (ASDs) using an array of mouse 
models. Genetic ASD syndromes in humans, when modeled in mice, give us some 
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insight into abnormal social behavior. However, acute MDMA administration is entirely 
unique in its ability to promote pro-social and empathic behavior in humans, potentially 
pointing to therapeutic avenues for human ASDs. In the course of our studies, we have 
identified assays of mouse social behavior reflecting these pro-social, "affiliative" 
human behaviors, specifically we are using a previously validated three-chamber social 
interaction test, wherein mice prefer to spend time with a confined mouse over spending 
time with a similar confining enclosure without a mouse. We have found a statistically 
significant enhancement of sociability with this assay at an MDMA dose of 7 .5mg/kg, 
which has minimal effects on locomotor activation, and does not possess strong 
rewarding properties per se. 

In the past year, we have extended these results by examining the molecular 
mechanism ofthis MDMA effect. We have found an important roie for the serotonin 
transporter, SERT, as well as receptor for oxytocin. We have identified the nucleus 
accumbens as an important brain area mediating MDMA's pro-social effect, and have 
done preliminary electrophysiological experiments to define MDMA's effect on 
synaptic function in this brain area. 

In the coming year, we will assess the role of other brain areas and of specific 
serotonin receptors in mediating MDMA's pro-social effect. These experiments will take 
advantage of my lab's expertise with transgenic mice and viral-mediated gene transfer. 

Dr. Steven Shoptaw, M.D. and colleagues at University of California, Los Angeles have 
submitted Annual Progress Report titled "Phase I Safety Interaction Trial of Ibudilast 
with Methamphetamine". 

Summary and Findings: As detailed in the last annual report submitted 23 Feb 2015, 
emollment to this trial has been completed, all subjects have completed study 
procedures, and research activities are limited to data analysis. This phase 1 study aimed 
to recruit and emoll12 non-treatment seeking methamphetamine dependent research 
participants when recruitment opened in February 2011. Of the 110 subjects consented to 
the trial, 18 were eligible for study participation. S~reenfailures were primarily due to 
n1edical or psychiatric ineligibility. Of the 18 eligible, 11 participants were admitted to 
the hospital and completed all inpatient procedures; 4 participants were admitted to the 
hospital, randomized, and withdrew; 3 participants were admitted to the hospital and 
withdrew pre-randomization. All4 of the non-completers voluntarily withdrew from the 
study stating unwillingness to remain in the unit for 27 days and none withdrew due to 
study related adverse events. One participant who completed the inpatient component did 
not complete the 14-day follow up. Nine ofthe completed subjects are male; two are 
female. Both female completers are white. Study completers are approximately 43 years 
old. Tm:ee of the four female subjects who te1minated early are white, the other Native 
Hawaiian/Other Pacific Islander. Their ages are 27, 33, 35, and 27 years old. Ofthe three 
males who terminated early, two are white, one is Hispanic. Their ages are 28, 52 and 50. 
Demographic characteristics of the i 1 completers are summarized in Table 1. 
Eleven non-treatment seeking methamphetamine dependent volunteers resided in a 
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research facility for 27 days and nights during which they received infusions with 
methamphetamine (0 mg, 15mg, and 30 mg) under placebo, ibudilast 20 mg BID, and 
ibudilast 50 mg BID conditions using a randomized double-blind, placebo-controlled 
within-subjects crossover design. Participants were randomly assigned to medication 
dosing order (placebo, ibudilast 20 mg BID, ibudilast 50 mg BID versus ibudilast 20 mg 
BID, ibudilast 50 mg BID, placebo) in a counter-balanced fashion. 

Aim 1: To determine whether ibudilast (20 mg BID or 50 mg BID) alters the 
cardiovascular response to IV methamphetamine. As described in the previous annual 
report submitted on 23 Feb 2015, mean changes in heart rate and blood pressure 
following saline or methamphetamine infusion with both doses of ibudilast and placebo 
were measured, shown in Figure 1. Using a linear regression model controlling for age, 
gender, study day, and baseline methamphetamine use, methamphetamine infusion was 
associated with increased heart rate, systolic blood pressure, and diastolic blood pressure, 
with a higher methamphetamine dose (30 mg vs. 15 mg) associated with greater 
increases in all 3 cardiovascular measures (p < 0. 00 1.) There was no statistically 
significant main effect ofibudilast at either dose on mean change in heart rate (p = 0.76 
for ibudilast 20 mg BID,p = 0.42 for ibudilast 50 mg BID), systolic blood pressure (p = 

0.68 for ibudilast20 mg BID,p = 0.76 for ibudilast 50 mg BID), or diastolic blood 
pressure (p = 0.81 for ibudilast 20 mg BID,p = 0.80 for ibudilast 50 mg BID) compared 
to placebo. Nor were thereany significant interactions between ibudilast dose and 
methamphetamine dose on any ofthe cardiovascular measures (allp > 0.05). 

Aim 2: To determine whether ibudilast (20 mg BID or 50 mg BID) alters the 
subjective effects of IV methamphetamine. The effects of ibudilast compared to placebo 
were assessed on self-reports of subjective effects of 15 mg, 30 mg IV methamphetamine 
using visual analogue and standard scales assessing responses over time. Analysis of 
whether ibudilast (20 mg BID or 50 mg BID) alters the subjective effects ofiV 
methamphetamine was analyzed. Participants rated the subjective intensity of 12 drug 
effects (Morean etal., 2013) on a visual analog scale (VAS) ranging from 0 (Not at all) 
to 100 (Extremely). At 15 minutes pre-infusion and eight times post-infusion, 
participants rated "Effect" (Any drug effect?), "High" (How high are you?), "Good" 
(Any good effects?), "J:.jl<_e" (E-{ow much do you like the drug?), "Stimulated" (How 
stimulated do you feel?), "Want" (How much do you want the drug?), "Use" (How likely 
would you use the drug?), "Bad" (Any bad effects?), "Nervous" (How nervous do you 
feel?), "Sad" (How sad do you feel?), "Crave" (How much do you crave the drug?), and 
"Refuse" (How easily could you refuse the drug?). Subjective effect models first 
examined MA condition main effects and potential interactions with time and ibudilast 
sequence, which were retained if statistically significant (p < .05). Primary models then 
tested ibudilast X MA condition interactions, with statistically-significant interactions (p 
< .05) probed by testing the simple ibudilast effect within each MA condition. Planned 
contrasts compared each ibudilast condition to placebo, using an alpha (.025) and 
confidence interval (97.5% CI) adjusted for multiple comparisons. Ibudilast X MA 
condition interactions were statistically-significant for several positive subjective drug 
effects including "Effect" (Wald.l'2(4) = 20.76,p < .001), "High" (Wald X2 (4) = 12,19, 
p < .05), "Good" (WaldX2 (4) = 14.17,p < .01), "Like" (WaldX2 (4) = 12.68,p < .05). 
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Aim 3: To determine whether ibudilast alters the pharmacokinetics of IV 
methamphetamine. Based on data obtained from the 11 completers, we have been able 
to determine there were no clinically significant changes in methamphetamine or 
amphetamine pharmacokinetic parameters with ibudilast. Methamphetamine challenge 
sessions occurred after treatment conditions had reached steady state (ibudilast 20 mg 
twice daily, ibudilast 50 mg twice daily, and placebo) with sessions separated by 2 days 
to allow for pharmacokinetic analysis. During methan1phetamine challenge sessions, 
participants were given either a 15 mg or 30 mg infusion of methamphetamine 
administered via IV push over 2 minutes using an automatic pump. Samples were 

· collected for methamphetamine pharmacokinetic analysis following each infusion at 
regular intervals. Plasma levels of methamphetamine and its major metabolite, 
amphetamine, were assessed via liquid chromatographic-tandem mass spectrometry to 
determine if ibudilast alters the pharmacokinetics of intravenous methamphetamine. For 
pharmacokinetic analysis, methamphetamine and amphetamine were analyzed. Peak 
concentration (Cmax) was the observed maximum value during the collection period of 0 
(pre-dose) to 18 hours. The time to peak concentration (Tmax) was the time at which 
Cmax was observed. The area under the curve represents the total drug exposure over 
time, either to the last sample time (AUC) or the estimated total drug exposure (AUCoo). 

· Pharniacokineti:q5aram:eters (AUC, Tmax, Cmax, and elimination rates) were calculated 
using the times of sample collection reported by the Investigator. There were no 
significant differences in Cmax of methamphetamine, Tmax of methamphetamine, or 
methamphetamine Tlh for either ibudilast dose compared to placebo following the 15 
and 30 mg methamphetamine infusions. As a metabolite of methamphetamine, 
amphetamine pharmacokinetic analysis was also performed for Cmax, Tmax, and 
AUCoo. There were no significant differences in Cmax, Tmax, or AUCoofor 
amphetamine. 

In summary, ibudilast was well tolerated in this Phase 1 safety-interaction study among 
methamphetamine dependent volunteers. There were no Serious Adverse Events and 
adverse events were mild, similar in frequency during ibudilast and placebo treatment, 
and typical of methamphetamine clinical trials. Ibudilast did not affect daily morning 
blood pressure or heart rate among methamphetamine dependent participants nor did it 
augment or exacerbate the cardiovascular response to methamphetamine. Ibudilast 
attenuated several ofthe prototypical subjective effects ofMA, most notably "High", 
"Effect", and "Good", with reductions in "Stimulated" and "Like" that were less robust. 
There were no clinically significant changes in methamphetamine or amphetamine 
pharmacokinetic parameters with ibudilast. When measuring sustained attention, 
ibudilast showed reduced variability in response times and less perseverative responses in 
contrast to the placebo group. Phannacogenetic analyses are ongoing. 

Research Plans for 2016 Calendar Year: Enrollment to this trial has been completed, 
all subjects have completed study procedures, and research activities are limited to data 
analysis only for the 20 16 calendar year. 
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Grunenthal!Janssen Pharmaceuticals has submitted Almual Progress Repmi titled 
"an Evaluation ofthe EffJ.cacy & Safety ofTapentadol Oral Solution in the Treatment of 
Post-Operative Acute Pain Requiring Opioid Treatment in Pediatric Subjects Aged from 
Birth to Less than 18 Years old" 

A brief summary of research performed and fmdings made during the year (this 
requirement may be augmented by including reprints of pape1:s or copies of reports 
published) The trial KF5503/65 had First Subject In on 19 Feb 2015, and recruited until 
31 Dec 2015 50 of the targeted 168 subjects. In parallel to this trial, the Sponsor is 
performing an Open label evaluation of the population phannacokinetic profile, safety, 
tolerability,and efficacy oftapentadol oral solution for the treatment of post surgical pain 
in children aged from birth to .less than 2 years (KF5503/72). The pharmacokinetic data 
gathered in this trial for a pmiicular age group have been and will continue to be used to 
confinn the dose to be administered in the same age group in KF5503/65. Given that the 
age group 6 months to <2 years in KF5503172 could already be closed m1d analyzed, the 
trial KF5503/65 has been amended to include the same age group (Amendment 05). The 
sponsor letter i·egarding DMC is included to further clarify the findings for this study by 
theDMCX 

Research plans for the upcoming calendar year (with indication of any additional 
controlled substances planned for procurement in the upcoming year) It is expected that 
the trial KF5503/65 will continue to recruit until the end ofthe year 2016. No new clinical 
trials with oral solution are plmmed to sta1i in 2016. 
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TABLE 1 

RESEARCH STUDIES 
APPROVED IN 2015 

PI I Sponsor 

Nicholas Butowski, M.D. 
TT0CLi l>.T=,~ol~g;nal c,~,.,.=ry 
U'-:'1...)~· 1'\i\...IU!. lV l'-' J. u\ .. U.f5\..IJ. 

San Francisco, CA 

Kevin Chu, D.O. 
Lotus Clinical Research, LLC 
Pasadena, CA 

Jay Keasling, Ph.D. 
Joint Bioenergy Institute 
Emeryville, CA 

Christian Adam Kekoa Koch, MD 
Lotus Clinical Research, Inc. 
Pasadena, CA 

Daniel Levin, Ph.D. 
S&B Pharma, Inc. 
Azusa, CA 

Sara Mednick, Ph.D. 
UC Riverside 
Riverside, CA 

Title of Study I Clinical Drug 
Trial Protocol 

CBD Developmental Research Project 

A Phase 1, Open-Label, Single Ascending 
Dose Study to Evaluate the Pharmacokinetics, 
Pharmacodynamics, Safety and Tolerability of 
Fentanyl Sublingual Spray and Fentanyl Citrate 
Intravenous (IV) in Opioid Naive Subjects 

Engineering the Industrial Microbe 
Sacccharomyces Cerevisiae for Biosyntheris of 
Cannabinoids 

A Phase I, Multiple Ascending Dose Study to 
Evaluate the Pharmacokinetics, 
Pharmacodynamics, Safety and Tolerability of 
Fentanyl Sublingual Spray in Opioid Naive 
Subjects . 

Panel Approved Research Study 

The Effects of Zolpidem and 
Dextroamphetamine on Cognitive Performance 
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Table 1 Cont. 

PI I Sponsor 

David E. Olson, Ph.D. 
UCDavis 
Davis, CA 

Loren Parsons, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Jearme Paz, Ph.D. 
The J. David Gladstone Institutes 
San Francisco, CA 

Joel E. Schlosburg, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Jennifer Thomas, Ph.D_ ... 
San Diego State University 
San Diego, CA 

Friedbert Weiss, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Bart Wilsey, M.D. 
UC Davis Medical Center 
Sacramento, CA 

--------- ~~ ----

Title of Study I Clinical Drug 
Trial Protocol 

Chemical Modulation ofNeural Plasticity, 
Learning and Memory 

Cognitive and Neurochemical Effects of 
.6..9-tetrahydrocannabinol and related 
cannabinoids in rodents 

Tlie Effects ofDevelo}:fmehtal Cannabis 
Exposure on Brain and Behavioral 
Development in Rats 

Treatment of Opiate Dependence Through 
Inhibition ofFatty Acid Amide Hydrolase 

T11~- Effe~t~ofpevelopmental Cannabis 
Exposure on Brain and Behavioral 
Development in Rats 

Implementation ofNovel Methodology to 
Study the Anti-Relapse Potential of 
Carmabidiol 

A Randomized, Cross-Over Controlled Trial of 
Dronabinol and Vaporized Cannabis in 
Neuropathic Low Back Pain 
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PI I Sponsor 

Alkermes 
Waltham, MA 

Alkermes 
Waltham, MA 

Alkermes 
Waltham, MA 

Cortbus 
Norwood, MA 

Cortbus 
Norwood,MA 

--,--·----------

Table 1 Cont. 

Title of Study I Clinical Drug 
Trial Protocol 

A Phase 3 Study to Evaluate Weight Gain of 
ALKS 3831 Compared to Olanzapine in 
Adults with Schizophrenia 
(ALK3831-A303) 

A Phase 3 Study to Determine the 
Antipsychotic Efficacy and Safety of ALKS 
3831 in Adult Subjects with Acute 
Exacerbation of Schizophrenia 
(ALK3831-A305) 

A Phase 3, Multicenter Study to Assess the 
Long Term Safety and Tolerability of ALKS 
3831 in Subjects with Schizophrenia 
(ALK3831-A306) 

A Phase 2, Double-Blind_, randomized, 
Placebo-Controlled Multicenter Study to . 
Evaluate safety, Tolerability, Efficacy, and 
Pharmacokinetics of JBT-101 in Cystic 
Fibrosis 
(BTlO 1-CF -001) 

A Phase 2, Double-Blind, Randomized, 
Placebo-Controlled Multicenter Study to 
Evaluate Safety, Tolerability, Efficacy, and 
Phannacokinetics of JB T -1 01 in Diffuse 
Cutaneous Systemic Sclerosis 
(JBT1 01-SSc-001) 
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Table 1 Cont. 

PI I Sponsor 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

INSYS Therapeutics 
Chandler, AZ 

INSYS Therapeutics 
Chandler, AZ 

Title of Study I Clinical Drug 
Trial Protocol 

Panel Approved Research Study 

Panel Approved Research Study 

Panel Approved Research Study 

Panel Approved Research Study 

A multicenter, randomized, double-blind, 
placebo-controlled, interventional study to 
assess the safety and efficacy of 
pharmaceutical Cannabidiol Oral Solution as 
adjunctive therapy for treatment of subjects 
with inadequately _controlled Lennox -Gastaut 
Syndrome 
(INSOll-14-024) 

A multicenter, randomized, double-blind, 
placebo-controlled, interventional study to 
assess the safety and efficacy of 
pharmaceutical Cannabidiol Oral Solution as 
adjunctive therapy for treatment of subjects 
with inadequately controlled Dravet Syndrome 
(INS011-14-025) 
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PI/ Sponsor 

INSYS Therapeutics 
Chandler, AZ 

INSYS Therapeutics 
Chandler, AZ 

Ironshore 
CRO: Rho 
Chapel Hill, NC 

Ironshore 
CRO: Rho 
Chapel Hill, NC 

Janssen 
Raritan, NJ 

------------·---··----

Table 1 Cont. 

Title of Study I Clinical Drug 
Trial Protocol 

A Phase IIII Study to Assess the 
Pharmacokinetics and Safety of Multiple 
Doses of Pharmaceutical Cannabidiol Oral 
Solution in.Pediatric Subjects with Treatment
Resistant Seizure Disorders 
(INS011-14-029) 

A Phase 2 Study to Assess the Efficacy and 
Safety of Cannabidiol Oral Solution for the 
Treatment of Refractory Infantile Spasms 
(NIS011-15-054) 

_ Panel Approved Research Study 

Panel Approved Research Study 

An Open-Label, Randomized, Single
Application, Two-Period Crossover, Pivotal 
Bioequivalence Study to Evaluate the 
Bioequivalence of Fentanyl Transdennal 
System (JNJ-35685-AAA-G021) Compared 
with DURAGESIC® Fentanyl Transdennal 
Patch in Healthy Subjects 
(FENP All 023) 
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Table 1 Cont. 

PI I Sponsor 

Janssen 
Raritan, NJ 

Nektar 
CRO: PRA 
Lenexa, KS 

Nektar 
CRO:PRA 
Lenexa,KS 

Pfizer 
CRO: ICON 
New York, NY 

Title of Study I Clinical Drug 
Trial Protocol 

A Randomized, Partially-Blind, Two-Arm, 
Single-Application, 3-Way Crossover Study to 
Evaluate the Adherence of 2 Strengths of 
Newly Manufactured Samples and Aged 
Samples of a New Formulation (JNJ-35685-
AAA-G016 and JNJ-35685-AAA-G021) of 
Fentanyl Transdermal System Compared with 
DURAGESIC® Fentanyl Transdermal Patch in 
Healthy Subjects 
(FENPAI1025) 

A Phase 3, Double-Blind, Placebo-Controlled 
Study to Assess the Efficacy, Safety, and 
Tolerability ofNKTR-181 in Opioid-Naive 
Subjects with Moderate to Severe Chronic 
Low Back Pain 
(14-181-07) 

A Phase 3, Multicenter, Open-Label, 52-Week 
Study to Evaluate the Long-Term Safety and 
Tolerability ofNKTR-J81 in Subjects with 
Moderate to Severe Chronic Low Back Pain or 
Chronic N oncancer Pain 
(14-181-08) 

An Open-Label Study to Evaluate the 
Pharmacokinetics and Safety of AL0-02 
(Oxycodone Hydrochloride and Naltrexone 
Hydrochloride) Extended-Release Capsules in 
Children and Adolescents 7-1 7 Years of Age 
Who Require Opioid Analgesia 
(B4531015) 
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PI I Sponsor 

Shire 
CRO: PPD 
San Diego, CA 

Shire 
Wayne,PA 

Shire 
CRO: PPD 
San Diego, CA 

Shire 
CRO: Premier Research 
San Diego, CA 

-------------------

Table 1 Cont. 

Title of Study l Clinical Drug 
Trial Protocol 

A Phase 2, Open-Label, Multicenter, 
Exploratory Safety, Tolerability, 
Pharrnacokinetic, and Efficacy Study of 
SPD489 in Preschool Children Aged 4-5 Years 
with Attention-deficit/Hyperactivity Disorder 
(SPD489-211) 

A Phase 3, Randomized, Double-blind, Multi
center, Placebo-controlled, Dose-Optimization, 
Safety and Efficacy Study of SHP465 in 
Children and Adolescents Aged 6-17 years 
witlrAtte:ntion Deficit Hyperactivity Disorder 
(ADHD) 
(SHP465-305) 

A Phase 3, Open-label, Multicenter, 12-Month 
Safety and Tolerability Study of SPD489 in 
Preschool Children Aged 4-5 Years Diagnosed 
with Attention-Deficit /Hyperactivity Disorder 
(SPD489-348) 

A Phase 3, Randomized, Double-Blind, 
Multicenter, Placebo-Controlled, Forced-Dose 
Titration, Safety and Efficacy Study of 
SHP465 in Adults Aged 18-55 Years with 
Attention-Deficit/Hyperactivity Disorder 
(ADHD) 
(SHP465-306) 
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Table 1 Cont. 

PI I Sponsor 

Teva 
CRO: INC 
Raleigh, NC 

Title of Study I Clinical Drug 
Trial Protocol 

A Multicenter, Randomized, Double-blind, 
Placebo-controlled, Phase 3 Study to Evaluate 
the Analgesic Efficacy and Safety of 
Hydrocodone Bitartrate/ Acetaminophen 
Immediate-Release Tablets (TV-46763) at 
Doses of 5.0 mg/325 mg, 7.5 mg/325 mg, and 
10 mg/325 mg Every 4 to 6 Hours in Patients 
with Moderate to Severe Pain Following 
Bunionectomy 
(TV 46763-CNS-30031) 

~~-----~---~---

USWorldMeds 
Louisville, KY 

Alkermes 
Waltham,MA 

A Phase 3, Open-Label, Safety Study of 
Lofexidine 
(USWM-LX1-3003-2) 

A Phase 3 Study of Evaluate the Safety, 
Tolerability, and Efficacy ofNaltrexone for 
use in Conjunction with Buprenorphine in 
Adults with Opioid_Use Disorder Prior to First 
Dose ofVivitrol 
(ALK6428-A301) 
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TABLE2 

RESEARCH STUDIES CLOSED IN 2015 

Sponsor I PI 

Adam Leventhal, Ph.D. 
USC Keck School ofMedicine 
Los Angeles, CA 

Jennifer Whistler, Ph.D. 
Ernest Gallo Clinic & Research Center 
Emeryville, CA 94608 

Barth Wilsey, M.D. 
UC Davis Medical Center 
Sacramento, CA 95817 

AcelR.x Pharn1aceuticals, Inc. 
Redwood City, CA 

INTRuST Clinical Consortium 
LaJolla, CA 

-.,-------·------ --·~------

Title of Study I Clinical Drug 
Trial Protocol 

Influence of Genes and Emotions on 
medication Effects 

Endocytosis and Opioid Receptors 

The Effect of Vaporized Cannabis on 
Neuropathic Pain in Spinal Cord Injury 

A Multicenter, Randomized, Double-Blind, 
Placebo-Controlled Trial to Evaluate the 
Efficacy and Safety ofthe Sublingual 
Sufentanil Tablet 30 meg for the Treatment 

.... of Post-Operative Pain in Patients after 
Abdominal Surgery 
(SAP301) 

Randomized Controlled Trial of 
Galantamine, Methylphenidate, and 
Placebo for the Treatment of Cognitive 
Symptoms in Patients with Mild Traumatic 
Brain Injury (mTBI) and/or Posttraumatic 
Stress Disorder (PISD) 
("Cognitive REmediation After Trauma 
Exposure" Trial= CREATE Trial") 
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Table 2 Cont. 

Sponsor I PI 

Purdue 
CRO: PRA 
Lenexa, KS 

Pmdu~·-----------------
CRO: Quintiles 
Overland Park, KS 

Title of Study I Clinical Drug 
Trial Protocol 

An Open-Label, Multicenter Study ofthe 
Safety of Twice Daily Oxycodone HCl 
Controlled-Release Tablets in Opioid 
Experienced Children from Ages 6 to 16 
Years Old, Inclusive, with Moderate to 
Severe Malignant and/ or N onrnalignant 
Pain Requiring Opioid Analgesics (Pmdue 
OTR 3001) 

----~A~R~a"""ndomize_cl.,_J)QlJ.lJJe-blind, Double
dummy, Placebo-controlled, Active
controlled, Parallel-group, Multicenter Trial 
of Oxycodone Naloxone Controlled-release 
Tablets (OXN) to Assess the Analgesic 
Efficacy (Compared to Placebo) and the 
Management of Opioid-induced 
Constipation (Compared to Oxycodone 
Controlled-release Tablets (OXY) in 
Opioid-experienced Subjects with 
Uncontrolled Moderate to Severe Chronic 
Low Back Pain and a History of Opioid
induced Constipation who Require Around
the-dock Opioid Therapy 
(Pmdue ONU3704) 
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Sponsor I PI 

Purdue 
CRO: Quintiles 
Overland Park, KS 

Table 2 Cont. 

Title of Study I Clinical Drug 
Trial Protocol 

A Randomized, Double-blind, Double
dummy, Placebo-controlled, Active
controlled, Parallel-group, Multicenter Trial 
of Oxycodone/Naloxone Controlled-release 
Tablets OXN) to Assess the Analgesic 
Efficacy (Compared to Placebo) and the 
Management of Opioid-induced 
Constipation (Compared to Oxycodone 
Controlled-release Tablets (OXY) in 
Opioid-experienced Subjects with 
Controlled Moderate to Severe Chronic 

--------------------'t;ow~Back Pain and a History of Opioid-

Purdue 
CRO: PRA-/ 
Charlottesville, VA 

Shire 
CRO: Premier Research Group 
Bluff City, TN 

USWorldMeds 
Louisville, KY 

'-----------~--- ~~-~-·~--·----~---

induced Constipation with Require Around
the-clock Opioid Therapy 
(Purdue ONU3705) 

An Open-label, Extension Study to Assess 
the Long-Term Safety of Twice Daily 
Oxycodone Hydrochloride Controlled
release Tablets in Opioid Experienced 
Children Who Completed the OTR3001 
Study 
(Purdue OTR3002) 

A Phase 3, Multicenter, Open-Label, 12-
Month Extension Safety and Tolerability 
Study of SPD489 in the Treatment of 
Adults with Binge Eating Disorder 
(Shire SPD489-345) 

A Phase 3, Open-Label, Safety Study of 
Lofexidine (USV/M-LXl-3003-2) 
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Table 2 Cont. 

Sponsor I PI 

Kelly Courtney, MA 
UCLA 
Los Angeles, CA 

Lara Ray, Ph.D. 
UCLA 
Los Angeles, CA 

Title of Study I Clinical Drug 
Trial Protocol · 

Effects ofNaltrexone on Methamphetamine 
Cue-Induced Brain Activity in 

· Methamphetamine Dependence 

Effects oflvermectin on Non-Treatment 
Seeking Patients Who Meet Criteria for 
Alcohol Abuse or Dependence 

NIDA Clinical-eoordinating-Genter~--Aece-lerat€d JJg..v:elopment of Additive 
The EMMES Corporation Pharmacotherapy Treatment (ADAPT) 
Rockville, MD (NIDA CTN Protocol 0054) 
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APPENDIX A 

CURRENTLY OPEN (through December 31, 2015) 
SCHEDULE I AND SCHEDULE II 

NON-HUMAN AND ACADEMIC HUMAN 
RESEARCH STUDIES 

Principal Investigator 

Donald Abrams, M.D. 
UCSF I SFGH 
San Francisco, CA 

Mark A. Agius, M.D. 
UC. Davis 
Davis, CA 

Philip E. Bickler, MD, PhD 
Dept of Anesthesia, UCSF 
San Francisco, CA 

Nicholas Butowski, M.D. 
UCSF Neurological Surgery 
San Francisco, CA 

John R. Cashtnan, Ph.D. 
Human BioMolecular 
Research Institute 
San Diego, CA 

Kevin Chu, D. 0. 
Lotus Clinical Research, LLC 
Pasadena, CA 

Title of Study 

Ca.."'111abinoid-Based Therapy and A .. pproaches 
to Quantify Pain in Sickle Cell Disease 

Cannabis for Spasticity in MS: Placebo
Controlled Study 

Detecting Apnea in Healthy Volunteers 
Receiving Opiate or Sedative Medications 

CBD Developmental Research Project 

Molecular Evolution of Human Cocaine 
Catalysis 

A Phase 1, Open-Label, Single Ascending 
Dose Study to Evaluate the Pharmacokinetics, 
Pharmacodynamics, Safety and Tolerability of 
Fentanyl Sublingual Spray and Fentanyl 
Citrate Intravenous (IV) in Opioid Naive 
Subjects 
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Appendix A Cont. 

Principal Investiriator 

Laura Colin 
Biostride, Inc. 
Redwood City, CA 

Nissar A. Dannani, Ph.D. 
Western University 
Pomona, CA 

Aaron Ettenberg, Ph.D. 
UC Santa Barbara 
Santa Barbara, CA 

Michael Fischbach 
UCSF 
San Francisco, CA 

Laura Colin 
Biostride, Inc. 
Redwood City, CA 

Nissar A. Darmani, Ph.D. 
Western University 
Pomona, CA 

Title of Study 

Research ofNovel Technologies for 
Development of Antibodies and Immunoassay 
Techniques to Drugs of Abuse and Controlled 
Compounds of Interest 

Project 1: mechanisms of vomiting induced by 
chemotherapeutics, related emetics, & GI 
disorders. Project 2: Dev changes in 
monoamine function following prenatal & 
early postnatal exposure to serotonergic 
altering drugs in mice 

Dopamine involvement in Opiate and 
Stimulant Reinforcement 

Engineering a human gut bacteria to produce 
dimethyltryptamine 

Effects of Cmmabidiol on Mania-relevant 
Locomotor and Investigatory Behavior 

Project 1: mechanisms of vomiting induced by 
chemotherapeutics, related emetics, & GI 
disorders. Project 2: Dev changes in 
monoamine function following prenatal & 
early postnatal exposure to serotonergic 
altering drugs in mice 
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Principal Investigator 

Aaron Ettenberg, Ph.D. 
UC Santa Barbara 
Santa Barbara, CA 

Michael Fischbach 
UCSF 
San Francisco, CA 

Mark A. Geyer, Ph.D. 
Dept ofPsychiatry, UCSD 

Appendix A Cont. 

Title of Study 

Dopamine involvement in Opiate and 
Stimulant Reinforcement 

Engineering a human gut bacteria to produce 
dimethyltryptamine 

Effects of Cannabidiol on Mania-relevant 
Locomotor and Investigatory Behavior 

_.La Jolla,_CA ______ ··-----·-··--

Judith Hellman, M.D. 
UCSF 
San Francisco, CA 

Kanthi Hettiarachchi, Ph.D. 
SRI International 
Menlo Park, CA 

Kim D. Janda; Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Jay Keasling, Ph.D. 
Joint Bioenergy Institute 
Emeryville, CA 

Thomas S. Kilduff Ph.D. 
SRl International 
Menlo Park, CA 

Cannabinoid-Dependent Modulation ofthe 
Im1ate Immune Response to Infection and 
Injury 

Analysis of Controlled Substances 

Vaccines for the Treatment of Opiate 
Addiction 

Engineering the Industrial Microbe 
Sacccharomyces Cerevisiae for Biosyntheris 
of Cmmabinoids 

Neurobiological Studies of 
Gammahydroxybutyrate (GHB) 

'Y' _;) 



Appendix A Cont. 

Principal InvestiQ:ator 

Christian Adam Kekoa Koch, MD 
Lotus Clinical Research, Inc. 
Pasadena, CA 

George Koob, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Daniel Levin, Ph.D. 
S&B Pharma, Inc. 
Azusa, CA-

Daniel Levin, Ph.D. 
S&B Pharma, Inc. 
Azusa, CA 

Daniel Levin, Ph.D.
S&B Pharma, Inc. 
Azusa, CA 

Daniel Levin, Ph.D. 
S&B Pharma, Inc. 
Azusa, CA 

--------------- ---------

Title of Study 

A Phase I, Multiple Ascending Dose Study to 
Evaluate the Pharmacokinetics, 
Pharmacodynamics, Safety and Tolerability of 
Fentanyl Sublingual Spray in Opioid Naive 
Subjects 

Prescription Opioid Addiction: Neurobiological 
Mechanisms 

Panel Approved Research Project 

Panel Approved Research Project 

_Panel Approved Research :PI:oj ect 

Panel Approved Research Project 
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Principal Investi2:ator 

Walter Ling, M.D. 
Integrated Substance Abuse 
Programs, UCLA 
Los Angeles, CA 

Robert Malenka, M.D. 
School ofMedicine 
Stanford University 
Palo Alto, CA 

Sean D. McAllister, Ph.D. 
CPMC Research Institute 
San Francisco, CA 

Sara Mednick, Ph.D. 
UC Riverside 
Riverside, CA 

. Ardis Moe, Ph,D. 
UCLA Center for AIDS Research 
Los Angeles, CA 

Byung-Sook Moon 
ARK 
Freemont, CA 

N.Y. Myung, M.D. 
Nano Engineered Applications 
Riverside, CA 

Appendix A Cont. 

Title of Studv 

Analgesic Response to Opioid Analgesics in 
Buprenorphine-Maintained Individuals 

The Role of Oxytocin in the Pathogenesis of 
Avtism 

Panel Approved Rese~ch Project 

The Effects of Zolpidem and 
Dextroamphetamine on Cognitive 
Performance 

... :Ph?.?e III, Placebo-Controlled, Double-Blind 
Crossover Study of Slow-Release 
Methylphenidate (Concerta ™) for Treatment 
of HIV Dementia 

Research and Development of in-Vitro 
Diagnostic (IVD) Immunoassays for Drug of 
Abuse Testing 

Marijuana Active Ingredient Quantification 
via Volatilized Sample 



Appendix A Cont. 

Principal Investi2:ator 

David E. Olson, Ph.D. 
UC Davis 
Davis, CA 

Loren Parsons, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Title of Study 

Chemical Modulation ofNeural Plasticity, 
Learning and Memory 

Cognitive and Neurochemical Effects of 
6.9-tetrahydrocannabinol and related 
cannabinoids in rodents 

Jeanne Paz, Ph.D. The Effects of Developmental Cannabis 
The J. Davia~Giadstone Instifures--Exposure-o:trBrai:n-and-Behavioral 
San Francisco, CA · Development in Rats 

Florian Rader, M.D. 
Cedars-Sinai Med Center 
Los Angeles, CA 

Richard Reznichek, M.D. 
Harbor-UCLA 
Los Angeles~ CA 

Paolo Sassone-Corsi, Ph.D. 
UC Irvine 
Irvine, CA 

_,------·-·----

Mechanisms and Modulation of Cocaine 
Effects on Blood Blow to the Heart 

Panel approved research 

The Role of Liver CB 1 Receptor in 
Regulation of the Circadian Metabolism 
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Principal Investig:ator 

Joel E. Schlosburg, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Douglas Sears, M.D. 
Encino, CA 

Appendix A Cont. 

Title of Study 

Treatment of Opiate Dependence Through 
Inhibition of Fatty Acid Amide Hydrolase 

A Double-Blind, Placebo-Controlled Study of 
Combination Therapy in Children with 
ADHD 

· ---Rajlmmar-J-;-~€:vak,Ph.D. --- - ·~~--JHu.umanM.etha.mphetamine Self-
UCLA Administration in a Progressive-Ratio 
Los Angeles, CA Paradigm 

Rajkurnar J. Sevak, Ph.D. 
UCLA 
Los Angeles, CA 

NeilSi_1.1gla, M.D. 
Lotus Clinical Research, LLC 
Pasadena, CA 

Matthew L. Springer, Ph.D. 
UCSF 
San Francisco, CA 

Safety and Initial Efficacy of 
Lisdexamfetamine for Modifying the 
Behavioral Effects of Intravenous 
Methamphetamine in Humans 

A Randomized, Open Label, Prospective 
Study of the Analgesic Efficacy of Oral 
:MNK795 Compared to Generic 
Oxycodone/APAP in the Treatment ofMod to 
Severe Post Operative Pain 

Assessment of Impainnent of Vascular 
Function in Rats by Environmental Exposure 
to Marijuana Second Hand Smoke 
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Appendix A Cont. 

Principal Investig:ator 

Raymond Stevens, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Michael Taffe, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Michael Taffe, Ph.D. 
The Scripps Research Institute 
LaJolla,CA~~-

Michael Taffe, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Michael Taffe, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Jennifer Thomas, Ph.D. 
San Diego State University 
San Diego, CA 

Stephen Van Dien, Ph.D. 
Genomatica, Inc. 
San Diego, CA 

~-------··---

Title of Study 

Structure Determination of the Hallucinogens 
LSD and Psylocin Bound to the Serotonin 
Receptor 5-HT2B 

Behavioral and Physiological Toxicities of 
Cannabinoids: Effects of Cannabidiol 

Behavioral Toxicities of Amphetamine and 
Cathinone Stimulant Drugs 

Behavioral Toxicities of Amphetamine and 
Cathinone Stimulant Drugs 

Behavioral and Physiological Toxicities of 
Cannabinoids: Effects of Cannabidiol 

The Effects of Developmental Cannabis 
Exposure on Brain and Behavioral 
Development in Rats 

Panel Approved Research Project 
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Principal Investigator 

Ronald Victor, M.D. 
Cedars-Sinai Med Center 
Los Angeles, CA 

Tanya Wallace, Ph.D. 
SRJ International 
Menlo Park, CA 

Friedbert Weiss, Ph.D. 
The Scripps Research Institute 
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Friedbert Weiss, Ph.D. 
The Scripps Research Institute 
La Jolla, CA 

Timothy Wigal, Ph.D. 
UC Irvine 
Irvine, CA 

Bart Wilsey, M.D. 
UC Davis Medical Center 
Sacramento, CA 

Roya Yumul, MD, PhD 
Cedars-Sinai Med Center 
Los Angeles, CA 

Appendix A Cont. 

Title of Study 

Effects of Cocaine on Blood Flow to the Heart 

Cannabinoid Regulation of Cognition 

Ethanol Seeking and Relapse: Therapeutic 
Potential ofTransdermal Cannabidiol 

Implementation ofNovel Methodology to 
Study the Anti-Relapse Potential of 
Cannabidiol 

Brain Dopamine Function in Adults with 
Attention Deficit/Hyperactivity Disorder 
(ADHD) 

A Randomized, Cross-Over Controlled Trial 
ofDronabinol and Vaporized Cannabis in 
Neuropathic Low Back Pain 

Intra-operative ketamine and methadone for 
laminectomy: effect on recovery, post
operative pain, and opioid requirements 
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Sponsor 

Alkermes, Inc. 
Waltham, MA 

Alkermes, Inc. 
. Waltham, MA 

Alkermes, Inc. 
Waltham, MA 

Alkermes, Inc. 
Waltham, MA 

APPENDIXB 

CURRENTLY OPEN (through December 31, 2015) 
SCHEDULE II CLINICAL DRUG TRIAL STUDIES 

Description or Title 
of Clinical Drug Trial Protocol 

A Phase 2, Randomized, Multicenter, Safety, 
Tolerability, and Dose-Ranging Study of 
Samidorphan, A Component of ALKS 383, in 
Adults with Schizophrenia Treated with 
Olanzapine 
(ALK3831-302) 

A Phase 3 Efficacy & Safety Study of 
ALK5461 for the Adjunctive Treatment of 
Major Depressive Disorder (Study I) 
(ALKS5461-205) 

A Phase 3 Efficacy & Safety Study of 
ALK5461 for the Adjunctive Treatment of 
MajorDepressive-Disorder (Study II) 
(ALKS5461-206) 

A Phase 2, Randomized, Double-Blind Study 
to Evaluate Efficacy, Safety, and Tolerability 
of ALKS3831 in Subjects with Schizophrenia 
with Alcohol Use Disorder 
(ALKS3831-401) 
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Sponsor 

Alkermes, Inc. 
V/ altham, MA 

Alkermes, Inc. 
Waltham,MA 

Alkermes, Inc. 
Waltham, MA 

Alkermes 
Waltham, -MA 

Alkermes 
Waltham,MA 

Description or Title 
of Clinical Drug Trial Protocol 

A Phase 3 Efficacy & Safety Study of 
ALKS5461 for the Adjunctive Treatment of 
Major Depressive Disorder (the 
FORWARD-S Study) 
(ALKS5461-207) 

A Phase 3 E & S Study of ALKS 5461 for the 
Adjunctive Treatment of Major Depressive 

---~~- - Disorder (the FQR W ARD-5 Study) 
(ALKS5461-208) 

A Phase 3 Study to Evaluate Weight Gain of 
. ALKS 3831 Compared to Olanzapine in 

Adults with Schizophrenia 
(ALK3831-A303) 

A Phase 3 Study to Determine the 
Antipsychotic Efficacy and Safety of ALKS 
3831 in Adult Subjects with Acute 
Exacerbation of Schizophrenia 
(ALK3831-A305) 

A Phase 3, Multicenter Study to Assess the 
Long Term Safety and Tolerability of ALKS 
3831 in Subjects with Schizophrenia 
(ALK3831-A306) 
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Sponsor 

Braebum Pharmaceuticals 
Princeton, NJ 

Appendix B Cont. 

Description or Title 
of Clinical Drug Trial Protocol 

A Randomized, Double-Blind 
' Double-Dummy, Active-Controlled Multi-

Center Study of Adult Outpatients with 
Opioid Dependence Transitioned from a Daily 
Maintenance Dose of 8mg or Less of SL 
Buprenorphine or Buprenolphine/Naloxone to 

· Four Probuphine Subdermal Implants 
(PR0-814) 

CNS Therapeutics ---- - A~Contfolled, Two-Arm Parallel Group, 
CRO: Social & Scientific Systems Randomized Withdrawal Study to Assess the 

Safety and Efficacy of Hydromorphone HCl 

CNS Therapeutics 
CRO: Social & Scientific Systems 

Collegium 
CRO: INC Research 

-----~-~---

Delivered by intrathecal Administration a 
Programmable Implantable Pump 
(HYD201US) 

A Phase 3 Open-Label, Single-Arm Study To 
Assess The Safety ofHydromorphone HCl 
Delivered by Intrathecal Administration 
(HYD202US) 

A Phase 3, Multi-Center, Randomized, 
Double-Blind, Placebo-Controlled, Safety, 
Tolerability, and Efficacy Study of 
Oxycodone DETERx™ Versus Placebo in 
Opioid-Experienced and Opioid-Na'ive 
Subjects with Moderate-to-Severe Chronic 
Low Back Pain 
(CO-OXYDET -08) 
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Sponsor 

Cortbus 
Norwood, MA 

Cortbus 
Norwood, MA 

Grunenthal/J anssen 
CRO : in Ventiv 
Cary, NC 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

Description or Title 
of Clinical DruQ: Trial Protocol 

A Phase 2, Double-Blind, randomized, 
Placebo-Controlled Multicenter Study to 
Evaluate safety, Tolerability, Efficacy, and 
Pharmacokinetics of JBT-101 in Cystic 
Fibrosis 
(BT101-CF-001) 

A Phase 2, Double-Blind, Randomized, 
Placebo-Controlled Multicenter Study to 

--~Evaluate Safety,_Tolerability, Efficacy, and 
Pharmacokinetics of JBT-101 in Diffuse 
Cutaneous Systemic Sclerosis 
(JBT101-SSc-001) 

An Evaluation of the Efficacy & Safety of 
Tapentadol Oral Solution in the Treatment of 
Post-Operative Acute Pain Requiring Opioid 
Treatment in Pediatric Subjects Aged from 
Birth to Less than 18 Years old 
(!ZF5503/65) 

Panel Approved Research Project 

Panel Approved Research Project 
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Sponsor 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

Appendix B Cont. 

Description or Title 
of Clinical Drug Trial Protocol 

Panel Approved Research Project 

Panel Approved Research Project 

Panel Approved Research Project 

GW Panel Approved Research Project 
Cambridge, UK 

GW 
Cambridge, UK 

GW 
Cam]Jridge, _UK 

GW 
Cambridge, UK 

GW 
Cambridge, UK 

Panel Approved Research Project 

Panel Approved Research Project 

Panel Approved Research Project 

Panel Approved Research Project 
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Sponsor 

INSYS Therapeutics 
Chandler, AZ 

INSYS Therapeutics 
Chandler, AZ 

INSYS Therapeutics 
Chandler, AZ 

Description or Title 
of Clinical Drug Trial Protocol 

A multicenter, randomized, double-blind, 
placebo-controlled, interventional study to 
assess the safety and efficacy of 
pharmaceutical Cannabidiol Oral Solution as 
adjunctive therapy for treatment of subjects 
with inadequately controlled Lennox-Gastaut 
Syndrome 
(INS011-14-024) 

A multicenter, randomized, double-blind, 
placebo-controlled, interventional study to 
assess the safety andefficacy of 
pharmaceutical Cannabidiol Oral Solution as 
adjunctive therapy for treatment of subjects 
with inadequately controlled Dravet 
Syndrome 
(INSOll-14-025) 

A multicenter, open-label, flexible dose study 
to assess the long-term safety of 
pharmaceutical Cannabidiol Oral Solution as 
an adjunctive treatment for pediatric and adult 
subjects with a treatment-resistant seizure 
disorder who complete INSO 11-14-024, 
INS011-14-025, or INSOll-14-029 
(INSOll-14-030) 
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Sponsor 

INSYS Therapeutics 
Chandler, AZ 

INSYS Therapeutics 
Chandler, AZ 

Ironshore 
CRO:Rho 
Chapel Hill, N C 

Ironshore 
CRO_: Rho 
Chapel Hill, N C 

Janssen 
Raritan, NJ 

Appendix B Cont. 

Description or Title 
of Clinical Drug Trial Protocol 

A Phase 2 Study to Assess the Efficacy and 
Safety of Cannabidiol Oral Solution for the 
Treatment ofRefractory Infantile Spasms 
(NIS011-15-054) 

A Phase IIII Study to Assess the 
Pharmacokinetics and Safety of Multiple 
Doses ofPharmaceutical Cannabidiol Oral 
Solution in Pediatric Subjects with Treatment
Resistant Seizure Disorders 
(INS011-14-029) 

Panel Approved Research Study 

Panel Approved Research Study 

An Open-Label, Randomized, Single
Application, Two-Period Crossover, Pivotal 
Bioequivalence Study to Evaluate the 
Bioequivalence ofFentanyl Transdermal 
System (JNJ-35685-AAA-0021) Compared 
with DURAGESIC® Fentanyl Transdermal 
Patch in Healthy Subjects 
(FENP All 023) 
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Sponsor 

Janssen 
Raritan, NJ 

Lannett 
CRO : Parexel 
Waltham,MA 

MAPS 
Santa Cruz, CA 

Description or Title 
of Clinical Drug: Trial Protocol 

A Randomized, Partially-Blind, Two-Arm, 
Single-Application, 3-Way Crossover Study 
to Evaluate the Adherence of 2 Strengths of 
Newly Manufactured Samples and Aged 
Samples of a New Formulation (JNJ-35685-
AAA-0016 and JNJ-35685-AAA-0021) of 
Fentanyl Transdermal System Compared with 
DURAGESIC® Fentanyl Transdermal Patch 
in Healthy Subjects 
(FENP All 025) 

A Phase 3 Investigation of Topical 
Application of Cocaine 4% and 10% on 
Safety & Efficacy in Local Anesthesia for Dx 
Procedures & Surgeries on or through 
Accessible Mucous Membranes of the Nasal 
Cavities 
(COCA4vs10-001) 

A Placebo-Controlled, Randomized, Blinded, 
Dose Finding Phase 2 Pilot Safety Study of 
MDMA-Assisted Therapy for Social Anxiety 
in Autistic Adults 
(MAA-1) 
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Sponsor 

MAPS 
Santa Cruz, CA 

Nektar 
CRO:PRA 
Lenexa, KS 

Nektar 
CRO:PRA 
Lenexa, KS 

Pfizer 
CRO: ICON 
New York, NY 

Appendix B Cont. 

Description or Title 
of Clinical DruQ: Trial Protocol 

A Randomized, Double-Blind, 
Placebo-Controlled Study of MDMA-Assisted 
Psychotherapy for Anxiety Associated with a 
Life-Threatening Illness 
(MDA-1) 

A Phase 3, Double-Blind, Placebo-Controlled 
Study to Assess the Efficacy, Safety, and 

--TolerabilitY~ ofNKTR-181 in Opioid-Naive 
Subjects with Moderate to Severe Chronic 
Low Back Pain 
(14-181-07) 

A Phase 3, Multicenter, Open-Label, 52-Week 
Study to Evaluate the Long-Term Safety and 
Tolerability ofNKTR-181 in Subjects with 
Moderate to Severe Chronic Low Back Pain 
or Chronic Noncancer Pain 
(14~181-08) 

An Open-Label Study to Evaluate the 
Pharmacokinetics and Safety of AL0-02 
(Oxycodone Hydrochloride and Naltrexone 
Hydrochloride) Extended-Release Capsules in 
Children and Adolescents 7-17 Years of Age 
Who Require Opioid Analgesia 
(B4531015) 
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Sponsor 

Shire 
CRO : Premier Research Group 
Alexander, NC 

Alkermes 
Waltham, MA 

Description or Title 
of Clinical Drug Trial Protocol 

A Phase 3, Multicenter, Randomized, 
Double-Blind, Parallel-Group, 
Placebo-Controlled, Dose-Optimization Study 
to Evaluate the Efficacy, Safety, and 
Tolerability of SPD489 in Adults Aged 18-55 
Years with Moderate to Severe Binge Eating 
Disorder 
(SPD489-343) 

-~-~ --------"--------------~------- ----

Shire 
CRO : Premier Research Group 
Little Egg Harbor, NJ 

Shire 
CRO : Premier Research Group 
Little Egg Harbor, NJ 

A Phase 4, Randomized, Double-blind, 
Multicenter, Parallel-group, Active-controlled, 
Dose-optimization Safety and Efficacy Study 
of SPD489 (Vyvanse®) Compared with 
OROS-MPH (Concerta®) with a Placebo 
Reference Arm, in Adolescents Aged 13-17 
Years with Attention-deficit/Hyperactivity 
Disorder (ADHD) 
(SPD489-405) 

A Phase 4, Randomized, Double-blind, 
Multicenter, Parallel-group, Active-controlled, 
Forced-dose Titration, Safety and Efficacy 
Study of SPD489 (Vyvanse®) Compared with 
OROS-MPH (Concerta®) with a Placebo 
Reference Arm, in Adolescents Aged 13-17 
Years with Attention-deficit/Hyperactivity 
Disorder (ADHD) 
(SPD489-406) 
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Sponsor 

Shire 
CRO: PPD 
San Diego, CA 

Shire 
Wayne,PA 

Shire 
CRO: PPD 
San Diego, CA 

Shire 
CRO: Premier Research 
San Diego, CA 
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Appendix B Cont. 

Description or Title 
of Clinical Drug Trial Protocol 

A Phase 2, Open-Label, Multicenter, 
Exploratory Safety, Tolerability, 
Phannacokinetic, &."'1d Efficacy Study of 
SPD489 in Preschool Children Aged 4-5 
Years with Attention-deficit/Hyperactivity 
Disorder 
(SPD489-211) 

A Phase 3, Randomized, Double-blind, Multi
center,-Placebo-contmlled, Dose
Optimization, Safety and Efficacy Study of 
SHP465 in Children and Adolescents Aged 6-
17 years with Attention Deficit Hyperactivity 
Disorder (ADHD) 
(SHP465-305) 

A Phase 3, Open-label, Multicenter, 12-Month 
Safety and Tolerability Study of SPD489 in 
Preschool Children Aged 4-5 Years 
Diagnosed with Attention-Deficit 
/Hyperactivity Disorder (SPD489-348) 

A Phase 3, Randomized, Double-Blind, 
Multicenter, Placebo-Controlled, Forced-Dose 
Titration, Safety and Efficacy Study of 
SHP465 in Adults Aged 18-55 Years with 
Attention-Deficit/Hyperactivity Disorder 
(ADHD) 
(SHP465-306) 
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Sponsor 

Teva 
Raleigh, NC 

Tris 
Chapel Hill, NC 

USWorldMeds 
Louisville; KA ··· 

Description or Title 
of Clinical Drug Trial Protocol 

A Multicenter, Randomized, Double-blind, 
Placebo-controlled, Phase 3 Study to Evaluate 
the Analgesic Efficacy and Safety of 
Hydrocodone Bitartrate/ Acetaminophen 
Immediate-Release Tablets (TV -46763) at 
Doses of5.0 mg/325 mg, 7.5 mg/325 mg, and 
10 mg/325 mg Every 4 to 6 Hours in Patients 
with Moderate to Severe Pain Following 
Bunionectomy 
(TV46763-CNS-30031) 

Amphetamine Extended-Release Oral 
Suspension in the Treatment of Children with 
ADHD: A Laboratory School Study 
(TRI102-ADD-001) 

A Phase 3, Open-Label, Safety Study of 
Lofexidine. 
(USWM-LXl-3003-2) 
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APPENDIXC 

CURRENTLY OPEN (December 31, 2015) 
RESEARCH STUDIES 

ON THE TREATMENT OF CONTROLLED SUBSTANCE ABUSE 

Investi2:ator or Sponsor 

Keith Heinzerling, M.D. 
UCLA 
Los Angeles, CA 

Lara Ray, Ph.D. 
UCLA 
Los Angeles, CA 

Lara Ray, Ph.D. 
UCLA 
Los Angeles, CA 

Steven Shoptaw, Ph.D. 
UCLA. 
Los Angeles, CA 

Steven Shoptaw, Ph.D. 
UCLA. 
Los Angeles, CA 

Description or Title 
ofResearch Studv 

Randomized Trial oflbudilast for 
Methamphetamine Dependence 

Tl:leEffects ofNaltrexoiie on Neural 
Responses to Methamphetamine Cues 

Effects oflbudilast on Non-treatment Seeking 
Patients Who Meet Criteria for Alcohol 
Abuse or Dependence 

Phase I Safety Interaction Trial of Ibudilast 
with Methamphetamine 

Varenicline for Methamphetamine 
Dependence 
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Investigator or Sponsor 

Alkermes 
Waltham, MA 

NIDA 
Bethesda,~MBt-----

NIDA 
The EMMES Corp. 
Rockville, MD 

NIDA 
The EMMES Corp. 
Rockville, MD 

Description or Title 
of Research Project 

A Phase 3 Study of Evaluate the Safety, 
Tolerability, and Efficacy ofNaltrexone for 
use in Conjunction with Buprenorphine in 
Adults with Opioid Use Disorder Prior to 
First Dose of Vivitrol 
(ALK6428-A301) 

Phase 2, Double-Blind, Placebo-Control.led, 
---- t>atallel:-Group,-·Multi:..Center Trial of 

Nepicastat for Cocaine Dependence 
(NIDANA CS# 1031) 

Achieving Cannabis Cessation-Evaluating N
Acetylcysteine Treatment (ACCENT) 
(NIDA CTN Protocol 0053) 

Extended-Release Naltrexone vs. 
Buprenorphine for Opioid Treatment 
(X:BOT) 
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APPENDIXD 

SECTIONS CONCERNING THE RESEARCH ADVISORY PANEL 
FROM THE CALIFORNIA HEALTH AND SAFETY CODE 

§ 11213. Persons who, under applicable federallavvs or regulations, are lawfully 
entitled to use controlled substances for the purpose of research, instruction, or analysis, 
may lawfully obtain and use for such purposes such substances as are defined as 
controlled substances in this division, upon approval for use of such controlled 
substances in bona fide research, instruction, or analysis by the Research Advisory Panel 
established pursuant to§ 11480 and§ 11481. 

Such research, instruction, or analysis shall be carried on only under the auspices of the 
head of a research project which has been approved by the Research Advisory Panel 
pursuant to § 11480 or § 11481. Complete records of receipts, stocks at hand, and use 
ofthese controlled substances shall be kept. 

§ 11480. The Legislature finds that there is a need to encourage further research into the 
nature and effects of marijuana and hallucinogenic drugs and to coordinate research 
efforts on such subjects. 

There is a Research Advisory Panel which consists of a representative of the State 
Department of Health Services, a representative ofthe California State Board of 
Pharmacy, a representative of the Attorney General, a representative ofthe University of 
California who shall be a pharmacologist, a physician, or a person holding a doctorate 
degree in the health sciences, a representative of a private university in this State who 
shall be a phannacologist, a physician, or a person holding a doctorate degree in the 
health sciences, a.· representative of a statewide professional medical society in this state 
who shall be engaged in the private practice of medicine and shall be experienced in 
treating controlled substance dependency, a representative appointed by and serving at 
the pleasure ofthe Governor who shall have experience in drug abuse, cancer, or 
controlled substance research and who is either a registered nurse, licensed pursuant to 
Chapter 6 (commencing with§ 2700) of Division 2 of the Business and Professions 
Code, or other health professional. The Governor shall mmually designate the private 
university and the professional medical society represented on the Panel. Members of 
the Panel shall be appointed by the heads ofthe.entities to be represented, and they shall 
serve at the pleasure of the appointing power. 

The Panel shall annually select a chairman from among its members. 
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§ 11480. Cont. 

The Panel may hold hearings on, and in other ways study, research projects concerning 
marijuana or hallucinogenic drugs in this state. Members of the Panel shall serve 
without compensation, but shall be reimbursed for any actual and necessary expenses 
incurred in connection with the performance of their duties. 

The Panel may approve research projects, which have been registered by the Attorney 
General, into the nature and effects of marijuana or hallucinogenic drugs, and shall 
inform the Attorney General of the head of the approved research projects which are 
entitled to receive quantities of marijuana pursuant to § 11478. 

The Panel may withdraw approval of a research project at any time, and when approval 
is withdrawn shall notify the head of the research project to return any quantities of 
marijuana to the Attorney General. 

The Panershallrepon annualty-to tlre:tegislatureandtheGeverner-thos€ research 
projects approved by the Panel, the nature of each research project, and, where 
available, the conclusions of the research project. 

§ 11481. The Research Advisory Panel may hold hearings on, and in other ways study, 
research projects concerning the treatment of abuse of controlled substances. 

The Panel may approve research projects, which have been registered by the Attorney 
General, concerning the treatment of abuse of controlled substances and shall inform the 
chief of such approval. The Panel may withdraw approval of a research project at any 
time and when approval is withdrawn shall so notify the chief. 

The Panel shall, ammally and in the manner determined by the Panel, report to the 
Legislature and the Governor those research projects approved by the Panel, the nature 
of each research project, and where available, the conclusions of the research project. 

§ 11603. The Attorney General, with the approval of the Research Advisory Panel, may 
authorize persons engaged in research on the use and effects of controlled substances to 
withhold the names and other identifying characteristics of individuals who are the 
subjects ofthe research. Persons who obtain this authorization are not compelled in any 
civil, criminal, administrative, legislative, or other proceedings to identify the 
individuals who are the subjects of research for which the authorization was obtained. 
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§ 11604. The Attorney General, with the approval of the Research Advisory Panel, may 
authorize the possession and distribution of controlled substances by persons engaged in 
research. Persons who obtain this authorization are exempt from state prosecution for 
possession and distribution of controlled substances to the extent of the authorization. 

§ 24172. Experimental subject's bill ofrights; contents 

As used in the chapter, "experimental subject's bill of rights," means a list of the rights 
of a subject in a medical experiment, written in a language in which the subject is fluent. 
Except as otherwise provided in§ 24175, this list shall include, but not be limited to the 
subject's right to: 

(a) Be informed of the nature and purpose of the experiment . 

.. (b) Be givep. ~n e;x.planation of the proce9.ures to be followed in the medical 
experiment, and any drug or device to be utilized. 

(c) Be given a description of any attendant discomforts and risks reasonably to be 
expected from the experiment. 

(d) Be given an explanation of any benefits to the subject reasonably to be expected 
from the experiment, if applicable. 

(e) Be given a disclosure of any appropriate alternative procedures, drugs or devices 
that might be advantageous to the subject, and their relative risks and benefits. 

(f) Be informed ofthe avenues ofmedical treatment, if any, available to the subject 
after the experiment if complications should arise. 

(g) Be given an opportunity to ask any questions concerning the experiment or the 
procedures involved. 

(h) Be instructed that consent to participate in the medical experiment may be 
withdrawn at any time and the subject may discontinue participation in the medical 
experiment without prejudice. 
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§ 24172. Cont. 

(i) Be given a copy of the signed and dated written consent form as provided for by 
§ 24173 or§ 24178. 

G) Be given the opportunity to decide to consent or not to consent to a medical 
experiment without the intervention of any element of force, fraud, deceit, duress, 
coercion, or undue influence on the subjeds decision. 

§ 24173. Informed consent 

As used in this chapter, 11informed consenfl means the authorization given pursuant to 
§ 2417 5 to have a medical experiment performed after each of the following conditions 
have been satisfied: 

(a) The subject-or subjecfs·conservatoror-gua.J:'Gl.ian,Gr-Qtherrepresentative, as specified 
in§ 24175, is provided with a copy of the experimental subject1S bill ofrights, prior to 
consenting to participate in any medical experiment, containing all the information 
required by§ 24172, and the copy is signed and dated by the subject or the subject1s 
conservator or guardian, or other representative, as specified in § 2417 5. 

(b) A written consent form is signed and dated by the subject or the subjects 
conservator or guardian, or other representative, as specified in § 241 7 5. 

(c) The subject or subjects conservator or guardian, or other representative, as specified 
in § 2417 5, is informed both verbally and within the written consent form, in 
nontechnical terms andin a 1ang1;1.age in whicl} the subject or the subjeds conservator 
or guardian, or other representative, as specified in§ 24175, is fluent, ofthe following 
facts of the proposed medical experiment, which might influence the decision to 
undergo the experiment, including, but not limited to: 

(1) An explanation of the procedures to be followed in the medical experiment and 
any drug or device to be utilized, including the purposes of the procedures, drugs, or 
devices. If a placebo is to be administered or dispensed to a portion of the subjects 
involved in a medical experiment, all subjects of the experiment shall be informed 
of that fact; however, they need not be informed as to whether they will actually be 
administered or dispensed a placebo. 
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§ 24173. Cont. 

(2) A description of any attendant discomfort and risks to the subject reasonably to 
be expected. 

\ 

(3) An explanation of any benefits to the subject reasonably to be expected, if 
applicable. 

( 4) A disclosure of any appropriate altemati ve procedures, drugs, or devices that 
might be advantageous to the subject, and their relative risks and benefits. 

(5) An estimate of the expected recovery time ofthe subject after the experiment. 

( 6) An offer to answer any inquiries concerning the experiment or the procedures 
involved. 

··· - -(7T An instructionl6 ~tlfe su:bj ect that he or she is-free to withdraw his or her prior 
consent to the medical experiment and discontinue participation in the medical 
experiment at any time, without prejudice to the subject. 

(8) The name, institutional affiliation, if any, and address of the person or persons 
actually performing and primarily responsible for the conduct of the experiment. 

(9) The name of the sponsor or funding source, if any, or manufacturer if the 
experiment involves a drug or device, and the organization, if any, under whose general 
aegis the experiment is being conducted. 

(10) -The name,-address, and phone number of an impartial third party, not 
associated with the experiment, to whom the subject may address complaints about the 
experiment. 

(11) The material financial stake or interest, if any, that the investigator or research 
institution has in the outcome of the medical experiment. For purposes of this section, 
"material" means ten thousand dollars ($1 0,000) or more in securities or other assets 
valued at the date of disclosure, or in relevant cumulative salary or other income, 
regardless of when it is earned or expected to be earned. 
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§ 24173. Cont. 

(d) The written consent form is signed and dated by any person other than the subject or 
the conservator or guardian, or other representative of the subject, as specified in 
§ 241 7 5, who can attest that the requirements for informed consent to the medical 
experiment have been satisfied. 

(e) Consent is voluntary_and freely given by the human subject or the conservator or 
guardi-an, or other representative, as specified by§ 24175, without the intervention of 
any element of force, fraud, deceit, duress, coercion, or undue influence. 
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ORDERING PRESCRIPTION 
MEDICINES ONLINE 

Buying medicine on the Internet can be 
risky-97 percent of online pharmacies don't 
comply with pharmacy laws and standards. 
Here are some tips when purchasing online: 

o Check to see if the pharmacy is licensed 
by the California State Board of 
Pharmacy at www.pharmacy.ca.gov. 

o Use only pharmacy 
websites displaying the 
Verified Internet Pharmacy 
Practice Sites (VIPPS) seal. 
This guarantees the pharmacy is licensed 
and sells FDA-approved medicine. To find 
a VIPPS online pharmacy, go to 
www.nabp.net. 

o Make sure a valid prescription is required 
and not available from an online doctor 
who is linked to the site. 

o Beware of very low prices and locations 
outside the United States. 

o Make sure a licensed pharmacist is 
available to answer questions. 

o Check if there's a physical address, phone 
number or other contact information 
listed. Fifty percent of medicines bought 
from websites that hide their physical 
address are counterfeit, according to the 
World Health Organization. Also, many 
online pharmacies say they are located 
in Canada because people assume 
Canadian medicine is safe, but the 
pharmacies are really located somewhere 
else or the medicine is from another 
country. 

PDE_14-058 



-----~ 

You see an ad for 
prescription medicines 
at half of what you now 
pay. Sounds tempting, 

but be careful. 

You could be buying counterfeit prescription 
medicine or medicine that may be expired, 
contain the wrong dosage or none of the 
active ingredient. These medicines may not 
work and could contain toxic ingredients 
that can cause allergic reactions, harmful 
side effects or even death. 

COUNTERFEIT 
DRUGS EXPLAINED 

Deadly ingredients that have been found 
in counterfeit medicine include rat poison, 
floor wax, brick dust, sheet rock, house 
paint, road paint, paint thinner, boric acid, 
antifreeze, PCBs, benzopyrenes, mercury, 
lead, cadmium, arsenic, chrome, uranium, 
strontium, selenium and aluminum. 

Counterfeit medicine can be generic or 
brand-name and includes pet medicines, 
antibiotics, painkillers, and drugs to treat 
erectile dysfunction, weight-loss, heart 
conditions, mental health issues, HIV, 
AIDS, diabetes and cancer. 

These fake medicines often come from 
countries where government enforcement 
is weak, but they can be manufactured 
anywhere. 



Buying prescription medications online 

Are the drugs you buy real or fake? 

What you need to know ... 

CALIFORNIA STATE BOARD OF PHARMACY 



. ' 

According to the FDA, many online pharmacies sell 
counterfeit or expired drugs that may not be safe or effective. 

Counterfeit drugs have been found that contain: 

~ No medicine, just filler 

~ Too much medicine 
--------------------

~ The wrong medicine 

The result may be failure to treat your medical 

condition, poisoning, overdose, or even death. 



Buy from the Internet safely 
and 

protect your health! 

1. Use online pharmacy sites that: 
-------~ 

~ Require a prescription from your doctor 

~ Display the VIPPS symbol 

Verified Internet Pharmacy Practice Sites [VIPPS] 

sell federally-approved medications. 

2. Make sure the pharmacy is licensed in California: 

Go to "Verify a License·· at www.pharmacy.ca.gov 



. ' 
~· ~ 

For more consumer tips on safely buying and 
taking prescription drugs, 

visit the California State Board of Pharmacy 
www.pharmacy.ca.gov 

Choose the link to Information for Consumers 

1625 North Market Blvd., Suite N-219 
Sacramento, CA 95834 

tel: 916-574-7900 

BE AWARE & TAKE CARE: 
Talk to your pharmacist! PDE 1 1_201 4.2012 
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To Your Health

More than half of adults 
misuse medications, 
study finds

By By Kimberly KindyKimberly Kindy July 25July 25

More than half of adults and 44 percent of children who were drug-tested by a national clinical laboratory More than half of adults and 44 percent of children who were drug-tested by a national clinical laboratory 

last year misused their prescription medications, according to a study released Monday by Quest last year misused their prescription medications, according to a study released Monday by Quest 

Diagnostics.Diagnostics.

Misuse of medications can mean that patients were either taking too much, too little or none of their Misuse of medications can mean that patients were either taking too much, too little or none of their 

medications. It also can mean test results showed they were using other drugs that had not been prescribed, medications. It also can mean test results showed they were using other drugs that had not been prescribed, 

including illicit drugs -- as 45 percent of adults were doing, including illicit drugs -- as 45 percent of adults were doing, the study found.the study found.

“These are situations where the patient is placing their life at risk,” said Leland McClure, a director with “These are situations where the patient is placing their life at risk,” said Leland McClure, a director with 

Quest, which is the nation’s largest provider of clinical laboratory testing.Quest, which is the nation’s largest provider of clinical laboratory testing.

The rate of misuse identified by the study might skew higher than what would be found in the general U.S. The rate of misuse identified by the study might skew higher than what would be found in the general U.S. 

population. Some patients were tested because their health providers determined there was a “high population. Some patients were tested because their health providers determined there was a “high 

probability” of them mismanaging medications, the study said.probability” of them mismanaging medications, the study said.

The study also identified the drugs most often misused by patients depending on their age: amphetamines The study also identified the drugs most often misused by patients depending on their age: amphetamines 

for youth 17 and under, but benzodiazepines and anti-anxiety medications for adults 25 and older, followed for youth 17 and under, but benzodiazepines and anti-anxiety medications for adults 25 and older, followed 

by opioid painkillers.by opioid painkillers.

The study provided regional results for adults. The highest rate of misuse, nearly 66 percent, occurred in The study provided regional results for adults. The highest rate of misuse, nearly 66 percent, occurred in 

Colorado, Montana, North Dakota, South Dakota, Utah and Wyoming. The lowest rate of misuse, about 51 Colorado, Montana, North Dakota, South Dakota, Utah and Wyoming. The lowest rate of misuse, about 51 
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percent, took place in Alabama, Florida, Georgia, Kentucky, Mississippi, North Carolina, South Carolina and percent, took place in Alabama, Florida, Georgia, Kentucky, Mississippi, North Carolina, South Carolina and 

Tennessee.Tennessee.

This fifth year of the prescription drug study made use of more than 3 million test results. The testing This fifth year of the prescription drug study made use of more than 3 million test results. The testing 

checked for 44 drugs in 2015, up from 26 drugs in 2010.checked for 44 drugs in 2015, up from 26 drugs in 2010.

For the first time, the latest analysis also included 155,646 heroin test results, which showed that nearly one-For the first time, the latest analysis also included 155,646 heroin test results, which showed that nearly one-

third of patients tested positive for benzodiazepines. Both heroin and that group of medications lower third of patients tested positive for benzodiazepines. Both heroin and that group of medications lower 

respiratory rates. When they are combined, patients can stop breathing, have heart attacks and die, McClure respiratory rates. When they are combined, patients can stop breathing, have heart attacks and die, McClure 

said. And those combinations are happening with an “alarming magnitude,” he added.said. And those combinations are happening with an “alarming magnitude,” he added.

Read more:Read more:

Opioid bill clears Congress, despite ongoing funding fightOpioid bill clears Congress, despite ongoing funding fight

FDA adds new warnings on risk of addiction overdose and death for some prescription opioidsFDA adds new warnings on risk of addiction overdose and death for some prescription opioids

CDC warns doctors about the dangers of prescribing opioid painkillersCDC warns doctors about the dangers of prescribing opioid painkillers

Kimberly Kindy is a national investigative reporter at The Washington Post.  Follow @kimberlykindy

The Post Recommends

Florida’s Zika outbreak is spreading, with 
new case in St. Petersburg area
State officials reported a total of five new cases — four in the 
Miami neighborhood of Wynwood and one in Pinellas County.

Women who run alone get a defiant thumbs 
up
After three killings, a runner says common sense is the best safety 
measure.
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At least someone’s doing well at Aetna
AETNA Chief Executive Mark T. Bertolini's 2015 compensation 
was $17.3 million.
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According to research from the U.S. Food and Drug Administration (FDA), roughly 44 
people die every day due to overdose from prescription drugs.

Recently, FDA released a report
(http://www.fda.gov/Drugs/DrugSafety/ucm504617.htm) that warns about taking high 
doses of over-the-counter and prescription drugs such as loperamide, which can lead 
to abuse and health problems. This stern warning stems from several cases of people 
who want to achieve heroin-like highs by turning to abusing loperamide.

In this article, we will discuss the emerging problem on loperamide abuse, and how 
it’s affecting the world at large.

WHAT IS LOPERAMIDE?
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Loperamide is an over-the-counter prescription drug used to control diarrhea, and it 
is available in liquid, tablet and capsule forms. Loperamide hydrochloride is an active 
ingredient that acts as an anti-motility drug, and works by slowing down the muscular 
contractions of the intestine.

Loperamide allows more time for water and electrolytes to be re-absorbed, making it 
effective to control and regulate the movement in the intestinal tract because it acts 
as a multi-opoid receptor.

The maximum approved dose of Loperamide for adults is 8 to 16 milligrams per day.

CONCERN ON LOPERAMIDE USE

Because Loperamide is an opioid, it can induce adverse brain effects especially when 
consumed in massive amounts. This can be toxic and may lead to cardiac dysrhytmia 
and ileus, a form of paralysis of the intestine.

The American College of Emergency Physicians issued and released a case report
(http://newsroom.acep.org/2016-05-03-Imodium-for-a-Legal-High-Is-As-Dumb-and-
Dangerous-as-It-Sounds) that reveals how opiod addicts are leaning towards over-the 
counter medication to address their addiction, leading them to dangerous 
consequences. The report showcases the rise of use of loperamide as a recreational 
drug, which has already claimed lives.

THE ISSUE OF LOPERAMIDE ABUSE
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Since 2011, the number of oral loperamide abuse
(http://www.ncbi.nlm.nih.gov/pubmed/7438696) posts in web-based forums has 
increased dramatically. Several of these online discussion boards talk about using 
loperamide for recreational purposes.

Loperamide abuse is a growing problem in the United States, and there is an increase 
in the usage of this drug to self-treat opioid addiction. In an online publication
(http://www.medscape.com/viewarticle/863538) of Annals of Emergency Medicine, a 
case study was published to outline the history of substance abuse and its direct 
effect to massive loperamide addiction. The case study published in Annals of 
Emergency Medicine is authored by Dr. William Eggleston of the Upstate New York 
Poison Center.

The study outlined the case of two patients (with history of substance abuse) who are 
undergoing opioid withdrawal. Both patients called emergency services and were 
treated with standard Advance Cardiac Life Support. The research study discussed 
and documented two loperamide-induced deaths, and highlighted the extreme 
danger of loperamide abuse.

“Loperamide’s accessibility, low cost, over-the-counter legal status and lack of social 
stigma all contribute to its potential for abuse,” said Eggleston in a news release
(https://www.sciencedaily.com/releases/2016/05/160503130528.htm).

Loperamide is chemically designed not to have any psychoactive effects and it does 
not produce a high. High intake of loperamide can reduce symptoms of opioid 
withdrawal but can generate heroin-like effects. Psychoactive effects are recognized 
when 10 or more loperamide doses more than the recommended amount are taken.

In related news, the Upstate New York Poison Center noted a dramatic increase in 
relation to loperamide abuse and misuse from 2011 through 2015.
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Loperamide does not require a doctor’s prescription for purchase.

EFFECTS OF LOPERAMIDE ABUSE

In 2014, more than 47,000 cases of drug overdose were recorded by the FDA. About 
61 percent of these account for opioid drug abuse and misuse.

The epidemic and continuous rise of opioid addiction gave birth to another form of 
drug abuse for addicts who cannot get their hands on prescription painkillers. This 
drug of choice is anti-diarrhea medication (http://www.webmd.com/mental-
health/addiction/news/20160505/addicts-using-diarrhea-drug-imodium-to-get-high), 
more popularly known as Imodium and Pepto
(http://www.testcountry.com/drugs/imodium_abuse_effects_info.htm).
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The primary ingredient of these medicines is loperamide, which usually produces 
psychoactive effects when taken in high dosages. Overdosing on this particular 
medication can be toxic and life-threatening. Loperamide abuse and overdose can 
lead to health risks and heart problems.

One potential health issue is cardiac dysrhythmia, a heart ailment characterized by an 
abnormal heartbeat. It can potentially be life-threatening because the heart rate can 
range from low to high in a second. There are two classifications in the case of 
irregular heartbeats:

• Bradycardia is a slow heart rhythm and is characterized under 60 beats per 
minute.

• Tachycardia is a fast heart rhythm with over 100 beats per minute.

Another possible health effect of loperamide abuse is central nervous system and 
respiratory depression. This medical condition causes slow breathing to the point of 
stopping. This physiological depression of the central nervous system may result to a 
decreased heart beat and may lead to loss of consciousness, and eventually to coma 
and early death. This condition is usually caused by depressant drugs and drug 
overdose, and it leads to inhibited brain activity.

High dosage of loperamide can also increase the risk of kidney and liver failure, while 
withdrawal symptoms of the drug may lead to cardiovascular toxicity, severe anxiety 
and vomiting.

ACTIONS TO TAKE AGAINST 
LOPERAMIDE ABUSE

Loperamide is fast becoming a drug of choice because it is cheap and readily available 
over the counter. This is one of the reasons behind the unintended epidemic in the 
misuse of loperamide.
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Based on all of the things mentioned above, the following actions may help address 
the growing problem on loperamide abuse:

• It is important that health care professionals be made aware of this dilemma.
• The federal government must work with health care officials to investigate on 

this particular drug abuse problem.
• It is highly recommended to ensure that the use of these drugs should be 

monitored closely, and possible make loperamide a prescription drug
(http://hometestingblog.testcountry.com/?p=29392) to avoid unnecessary 
abuse of the medication.

• Proper information dissemination is needed. All health officials should be 
aware of the increasing incidence of loperamide abuse and its cardiac toxicity.

• The drug should be used with precaution and must be carefully directed to 
the consumers and patients. The proper use of loperamide should be 
between 8 to 16 milligrams a day, and no more. Anything higher than that 
must be monitored and prohibited.

Loperamide intake must be monitored closely.
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FINAL WORDS

Loperamide intake may be habit-forming and may increase a patient’s tolerance for 
the medicine. In case of loperamide abuse, urgently discontinue the drug and start 
the appropriate therapy for the patient. There is a high chance that the patient will 
undergo opioid withdrawal, and several symptoms may manifest such as excruciating 
physical pain, muscle ache, anxiety and diarrhea.

The biggest take home point in this discussion is that loperamide is an effective drug 
in treating gastrointestinal problems, and that’s why it’s readily available over the 
counter. However, since it has addictive properties especially when taken and 
consumed in large amounts, precaution is a must.

Patients advised to take loperamide must religiously follow the dosing 
recommendations as prescribed by the doctors and pharmacists. Also, loperamide 
usage should not taken lightly. Patients and consumers should take the medication 
only if advised by doctors and health care professionals.

[Loperamide tablets image by Kristoferb via Wikipedia Creative Commons
(https://en.wikipedia.org/wiki/User:Kristoferb)]
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Is Data the Answer to Getting a Handle on 
Prescription Drug Abuse? 
BY: Eyragon Eidam | July/August 2016 

For years, those on the ground level at addiction treatment facilities saw a problem boiling up among 
their patients: prescription opioid addiction. As the issue became increasingly commonplace, law 
enforcement and medical examiners also began to see increasing evidence of the situation in crime 
statistics and on the morgue slab.

But larger governments, despite vast connections into communities, were slower to realize the full 
gravity of opioid addiction in America without hard data and analytics systems in place. The problem 
now maintains a full boil, fluctuating between the successes of state and local programs and spikes 
in prescription drug use.

While many hear the phrase “opioid addiction” and immediately conjure mental images of crime-
addled streets and pill-popping junkies, what’s not often understood is how unintentional 
overprescribing at the hands of busy and under-informed doctors is contributing to its rise. And while 
illicit drug use is a very real problem, spotting it has proven just as vexing.

Tom Clark, of the Brandeis University Prescription Drug Monitoring Center of Excellence, finds that 
prescription drug monitoring programs and the data they produce are an essential tool in the fight 
against the misuse of prescription opioids. Photo by Brian Smith.

To date, getting the health-care professionals behind the prescriptions the information they need 
about their patients has been an uphill battle. To determine whether a patient has a legitimate need 
or is just doctor-shopping to feed an addiction has meant digging into often incomplete records 
spread across a host of platforms and maintained by various state agencies.

Tom Clark, an associate researcher with the Brandeis University Prescription Drug Monitoring 
Center of Excellence, studies how states and agencies are approaching their respective prescription 
drug monitoring programs (PDMPs) and common prescribing habits. From his perspective, PDMPs 
and the data they produce are an essential tool in the fight against the misuse and abuse of 
prescription opioids. State and national monitoring systems allow public health agencies to keep a 
pulse on the trends of controlled substances. For example, a rise in so-called “treatment drugs,” like 
buprenorphine, coupled with a decrease in powerful prescription opioids, like oxycodone or 
hydrocodone, could signal a shift in the right direction for a jurisdiction’s policies and practices.

“It’s important to realize that it’s a fairly new problem over the last 15 years that opioids have 
become so prevalent,” Clark said. “And that’s because the pharmaceutical industry marketed them 
so heavily and changed norms among prescribers such that pain became what they called the ‘fifth 
vital sign.’”

When governors took to their respective podiums earlier this year during State of the State 
addresses, the call for better drug monitoring was hard to ignore. In the northeastern U.S. and down 
the Eastern Seaboard, tackling opioid addiction has been a serious challenge over the last several 
years. The closely clustered states are prime targets for border-jumping doctor-shoppers, who travel 
from doctor to doctor in search of prescriptions.

With state systems often operating independently of one another, verifying the validity of patients’ 
dosage needs or the legitimacy of their condition is a systematic gap many are working to close. At a 
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more widespread level, the National Association of Boards of Pharmacy (NABP) is working to 
connect state programs and jump-start data sharing.

Dr. Peter Kreiner, a senior scientist with the Brandeis University Institute of Behavioral Health, and 
his colleagues have been working extensively with state and federal partners to improve public 
health surveillance tools in the prescription drug space since 2011. Kreiner said the reliance on old 
data streams put the Centers for Disease Control and Prevention (CDC) and Food and Drug 
Administration (FDA) substantially behind when it came to identifying trends playing out nationwide.

“They noted that death certificate data and hospitalization data takes a minimum of one to two years 
to become available. So by the time you see what might be happening … you’re already a year or 
two behind what is actually happening, whereas PDMP data are basically available right away,” he 
said. “From the CDC and FDA perspective, such a tool could serve as an evaluation tool to look at 
the effects of state policy or law changes or sub-state initiatives.”

Dr. Peter Kreiner, a senior scientist with the Brandeis University Institute of Behavioral Health. Photo 
by Brian Smith.

The Prescription Behavior Surveillance System, a longitudinal database that uses de-identified 
patient data, is updated quarterly and produces a report with 43 descriptive measures and risk 
indicators, which are then distributed to the program’s 12 partner states. Kreiner said although data 
is not directly attributable to a patient by name, the unique identifying number they are assigned 
within the system allows researchers to build and examine patient profiles and point to the risk 
factors in their prescription drug behavior.

For Kentucky, a state bordered by seven others, the close proximity and ease of access to doctors 
across state lines posed a substantial hurdle to accurate tracking of the signs of prescription drug 
abuse.

Dave Hopkins, with the state’s Office of the Inspector General, said the enhanced Kentucky All 
Schedule Prescription Electronic Reporting (eKASPER) system and policies have helped fight the 
epidemic. Kentucky has seen a nearly 5 percent decline in controlled substances, he said, with 
some opioid painkiller prescription rates dropping as much as 24.6 percent in a study that examined 
2011-12 data against 2014-15 data. The original KASPER system was launched in 1999 and then 
reworked in 2005 to handle an increase in report requests.

“State PDMPs are a very valuable prevention tool,” said Hopkins. “If we can get the information to 
our prescribers and pharmacists, and they can identify the patient that is at risk earlier on, there is a 
much better chance of getting them into treatment.”

The data goes beyond profiling a potential pill shopper — it also speaks volumes as to who is being 
put in danger because of mixed medications from multiple prescribers and other vital parameters 
needed to assess risk to an individual. A prime example is the combination of benzodiazepines and 
opioid painkillers, which has proved time and again to be deadly.

By mandating that prescribers maintain, report and query eKASPER under certain conditions, 
Hopkins said the interaction with other state data systems through the NABP multi-state 
InterConnect system is providing more accurate patient and prescriber information. Kentucky plans 
to test and implement the national hub in the near future.

“It’s really helping us to give our health-care providers who use these systems a complete and 
accurate picture of what a patient might be getting,” he said.

Six of Kentucky’s surrounding states share monitoring program data access through InterConnect. 
Missouri, which borders Kentucky to the west, is the only state in the country without a PDMP.
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Maryland’s PDMP manager, Kate Jackson, said the state’s analytics are not showing an 
abundance of “pill mills” or careless prescription practices, but rather what are referred to as 
“multiple provider episodes” — essentially doctor or pharmacy shopping.

“The takeaway from some of our initial work is that … we don’t in Maryland have a ton of pill mills 
operating, or prescribers who appear to be willfully skirting best practices and putting their patients in 
danger,” she said. “A lot of what we see is an individual patient-provider interaction that is probably 
completely legitimate and within clinical standards absent having looked at the PDMP.”

Maryland’s program joined the InterConnect hub in August 2015, but Jackson said, like in so many 
other states, there are limits to how the sensitive prescription drug data is shared from a legal/policy 
and tech standpoint. In addition to the challenges facing PDMPs from an implementation and data 
sharing perspective, the question of which data belongs to whom poses opportunity for inaccuracies 
and the potential for missed risk factors at the clinical level.

Source: American Society of Addiction Medicine

Maryland uses what Jackson called a “conservative” probabilistic algorithm to match patient data 
with appropriate profiles in a Master Patient Index. Kreiner said California leverages a similar 
algorithm. Even with misspelled names or addresses, these tools can match information based on 
probabilities or create a new user profile for the patient. This process greatly cuts down on 
mismatched records and missing patient information.

Once entered into state monitoring systems, data goes on to play several roles throughout the 
prescription process. On the front end, patient data can be compiled into solicited and unsolicited 
reports for physicians making an initial decision about who gets a particular medication. On the back 
end, the data can be de-identified and shared with researchers or used to track trends in the larger 
population.

In Virginia, PDMP data has been used effectively as a tool for the Office of the Chief Medical 
Examiner in determining cause of death. It provides valuable information such as doctor interactions 
and prescription medications, and helps to interpret toxicology results, according to Dr. Amy Tharp, 
assistant chief medical examiner.

“We use it most importantly in interpreting toxicology results — the level of a drug that may be lethal 
in someone who is not tolerant to the medication can be very similar or equal to the level that is 
expected (not lethal or therapeutic) in someone who has been prescribed the medication for a long 
period of time and is therefore tolerant to its effects,” she said via email.

Throughout the larger PDMP space, the call for greater connectivity and real-time reporting access 
is prominent, and the need for better information sharing among states and prescribers seems clear. 
Officials, like Jackson, said putting the information in the hands of prescribers through the electronic 
health records platforms they use on a daily basis would be a progressive step in the right direction.

Indiana’s Drug Dashboard visualization tool is a nod to PDMP tracking systems around the 
U.S., but pulls data sets from state crime labs, not clinical sources, to paint a picture of where drug 
activity is taking place and being treated.

Indiana CIO Dewand Neely. Photo by David Kidd.

“You can begin to see where the most drugs are coming in off the streets at the county level, where 
there is the highest percentage of deaths per capita related to drugs, where the treatment centers 
are available, and you can very quickly begin to look at where there are gaps in Indiana in terms of 
treatment and the amount of drugs coming off the streets,” said David Matusoff, executive director of 
the Indiana Management and Performance Hub.
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State CIO Dewand Neely said the conversation around prescription drug abuse is one that has 
spilled over into a top state committee on counterterrorism and is a priority for state officials.

Matusoff and Neely said integrating state PDMP, known as INSPECT, data into the Drug Dashboard 
would greatly widen the effect of what has already proven to be a valuable visualization tool in 
Indiana. Before that can happen, however, Matusoff said the legal mechanisms need to be in place 
to allow an agency access to information typically reserved for law enforcement and public health 
professionals.

Making the data and analytics tools available to more prescribers, pharmacies and public health 
professionals has been the goal of PDMPs all along, but it has taken valuable time.

As Kentucky, Maryland and other states move forward in their efforts, both Hopkins and Jackson 
said they are working to connect the state systems directly to the electronic health records platforms 
doctors use when working face to face with patients. Officials believe putting the information right in 
front of clinical users will help to improve the use and accuracy of these critical health systems. 

This article was printed from: http://www.govtech.com/data/Is-Data-Answer-to-Getting-
Handle-on-Prescription-Drug-Abuse.html 
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• PRACTICE SETTING

Pharmacists Bridging Immunization Follow-Up Gap
Jeannette Y. Wick, RPh, MBA, FASCP
Published Online: Wednesday, August 10, 2016

For many patients, the local pharmacist is the most accessible health care professional. When it comes to 
vaccinations, fostering this relationship can ensure continuity of care.

Pharmacists can now administer most vaccines in community pharmacies in most states, including those 
requiring a multidose series, such as the human papillomavirus vaccine.

The July−August 2016 issue of The Journal of the American Pharmacists Association highlighted 
pharmacists’ approaches and the developing needs associated with serial vaccines.

The CDC formulates recommendations for all immunizations that indicate target populations and dosing 
schedules to complete specific series. Vaccines that only need to be administered once a year or once in a 
lifetime (eg, zoster) are easy for a pharmacist to administer and require little to no tracking.

However, multidose vaccines administered in a series need follow-up to ensure subsequent doses are 
administered on time. The pharmacy must implement an appropriate reminder system to achieve continuity 
of care and integrate patients who return for scheduled immunizations into current workflow.

Several options for reminder systems have been explored:
·      Immunization information systems (ISS), or registries, can support client reminder systems.
·      Manual outreach, community education, incentives, community education, and case management may 
be part of a pharmacy’s current infrastructure, so staff could use it all for vaccination reminders.
·      Text messaging, which is a good reminder option for teens and young adults, especially.
·      Appointment-based synchronization with medications can also be employed.

The National Vaccine Advisory Committee recommends entering documentation into ISS and providing 
patients with a copy of their immunization records. This gives patients tangible reminder cards, which may 
make follow-up more likely.

The Immunization Neighborhood theory developed by the American Pharmacists Association addresses 
collaboration, coordination, and communication among immunization stakeholders, such as pharmacists 
and physicians. An example of collaboration is prescribers providing a prescription for follow-up 
immunization, in which the patient would go to the pharmacy when the next dose is due. This increases the 
chance of receiving a full series without having to visit the physician’s office or pharmacy more than 
necessary.

Many pharmacies may already have systems in place, but the key is to make sure they’re used.

Pharmacies should modify their current procedures to address expanding increased immunization needs. 
Pharmacists should use the reminder systems already in their infrastructures, follow public health agency 
guides, and collaborate with other providers to ensure that patients are fully immunized. 
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              INTRODUCTION TO PRESCRIBING GUIDELINES COMPARISON             
 

Attached is a comparison between the Centers for Disease Control and Prevention’s (CDC) Guidelines for Prescribing 
Opioids for Chronic Pain and the Medical Board of California’s (MBC) Guidelines for Prescribing Controlled Substances 
for Pain. While there are a few differences between these two prescriber guidelines, overall there are many more 
similarities demonstrating how each complements the other and together can be effective educational tools for 
prescribers. Differences between the two Guidelines are not due to contradicting opinions/recommendations, but 
rather to the intended use and audience for each.   
 
BACKGROUND 
The Medical Board of California is a state regulatory agency whose mission is to protect health care consumers 
through the proper licensing and regulation of physicians and surgeons and certain allied health care professions 
and through the vigorous, objective enforcement of the Medical Practice Act, and to promote access to quality 
medical care through the Board's licensing and regulatory functions.  The MBC is the only entity who can take 
disciplinary action against a California physician’s license. In prescribing cases, the MBC takes action based upon the 
standard of care that a physician provides to a specific patient.  

 
The Centers for Disease Control and Prevention is a federal agency that conducts and supports health promotion, 
prevention and preparedness activities in the United States with the goal of improving overall public health. As the 
nation’s health protection agency, CDC’s mission is to save lives and protect people from health threats. CDC’s 
primary role is tackling the biggest health problems causing death and disability for Americans, including reducing 
deaths due to prescription painkiller abuse and overdose. 
 
INTENDED USE 

 are  . They provide a broader range of The MBC Guidelines intended for all physicians practicing in California
recommendations for explicit patient populations in specific settings. The MBC Guidelines were designed to educate 
physicians for improved outcomes of patient care and to prevent overdose deaths due to opioid use. Since the MBC 
Guidelines’ primary goal was to educate physicians, and are based upon the enforcement role of the MBC, the MBC 
Guidelines do not have the specificity that the CDC Guidelines contain.  

 http://www.mbc.ca.gov/licensees/prescribing/pain_guidelines.pdf
 

were developed to address the opioid epidemic currently sweeping across the The CDC Prescribing Guidelines 
United States. The Guidelines are to provide recommendations for the prescribing  intended for primary physicians 
of opioid pain medication for patients 18 and older in primary care settings. Recommendations focus on the use of 
opioids in treating chronic pain (pain lasting longer than 3 months or past the time of normal tissue healing) outside 
of active cancer treatment, palliative care, and end‐of‐life care. 

 http://www.cdc.gov/drugoverdose/prescribing/guideline.html
 
PRIMARY DIFFERENCES 
1. The MBC Guidelines recommend referral to pain specialists while the CDC Guidelines encourage Primary Care 

Physicians (PCP) to work with their patients to manage pain. 
2. The MBC endorses up to 45 days for initiating opioid trial, with the explanation that after 90 days there is risk. 

The CDC notes after seven (7) days there is risk with prescribing opioids. 
3. The CDC recommends precaution when increasing from 50 MMEs per day and to avoid increasing past 90 MMEs 

per day. The MBC recommends a physician proceed cautiously once 80 MMEs per day is reached.  
 
CDC and MBC PRESCRIBER GUIDELINES OVERALL OBJECTIVES 
Improving the way opioids are prescribed through clinical practice guidelines can ensure patients have access to 
safer, more effective chronic pain treatment while reducing the number of people who misuse, abuse, or overdose 
from these drugs. Prescribers should be encouraged to use both Guidelines to educate themselves on appropriate 
prescribing practices.  
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Centers for Disease Control and Prevention (CDC) 
Prescriber Guidelines for Chronic Pain 

Medical Board of California (MBC) 
Prescriber Guidelines for Substances for Pain 

Background/Reason for Prescriber Guidelines and Strategy Plan 

 

CDC recommendations are based upon the following 

assessment:  

 

 No evidence of long‐term benefit from opioids in pain 

and function for chronic pain with outcomes examined 

at least 1 year later;  

 

 Extensive evidence shows the possible harms of opioids 

(including abuse and  dependence, overdose, myocardial 

infarction, motor vehicle crashes); and 

 

 Extensive evidence suggests benefits of alternative 

treatments compared with long‐term opioid therapy, 

including non‐pharmacologic therapy and non‐opioid 

pharmacologic  therapy, with less harm. 
 

MBC’s guidelines are intended to improve outcomes of 
patient care and to prevent overdose deaths due to opioid 
use. They particularly address the use of opioids in the long‐
term treatment of chronic pain. 
 

MBC recommendations are based upon: 
 
Special patient populations including: Emergency 
Departments, Urgent Care Clinics, Acute Pain, End‐of‐Life Pain, 
Cancer Pain, Older Adults, Pediatric Patients, Pregnant 
Women, Patients Covered by Workers’ Compensation, Patients 
with History of Use Disorder, Psychiatric Patients, Patients 
Prescribed Benzodiazepines and Patients Prescribed 
Methadone or Buprenorphine for Treatment of a Substance 
Use Disorder.  
 

Intended Use of Prescriber Guidelines and Strategy Plan 

 

These guidelines are intended for primary care providers who 
are treating patients with chronic pain (i.e., pain lasting longer 
than three months or past the time of normal tissue healing) in 
outpatient settings. 
 

The recommendations are not intended: a) for guidance on 
use of opioids as part of medication‐assisted treatment for 
opioid use disorder; b) for patients who are in active cancer 
treatment, palliative care, or end‐of‐life care. 

 

These guidelines are intended for all physicians practicing in 
California. 
 
These guidelines are not meant for the treatment of patients in 
hospice or palliative care settings or to limit treatment where 
improved function is not anticipated and pain relief is the 
primary goal. 
 

   

The three sections/categories below are based upon CDC recommendations.
 

DETERMINING WHEN TO INITIATE or CONTINUE OPIOIDS for CHRONIC PAIN 
 

 Non‐pharmacologic therapy and non‐opioid 
pharmacologic therapy preferred for chronic pain 
 

 Before starting opioid therapy for pain, providers 
should establish treatment goals with all patients, 
including realistic goals for pain and function 

 

 Providers should not initiate opioid therapy without 
consideration of how therapy will be discontinued if 
unsuccessful 

 

 Providers should continue opioid therapy only if there 
is clinically meaningful improvement in pain and 
function that outweighs risks to patient safety 

 

Emergency Departments (ED) or Urgent Care Clinics  

 Physicians should avoid the routine prescribing of 
outpatient opioids for a patient with an acute exacerbation 
of chronic non‐cancer pain seen in the ED 
 

 If opioids are prescribed on discharge, the prescription 
should be for the lowest practical dose for a limited 
duration e.g., < 1 week. 

 

 The prescriber should consider the patient’s risk for opioid 
misuse, abuse, or diversion 

 

 The physician should, if practicable, honor existing patient‐
physician pain contracts/treatment agreements and 
consider past prescription patterns from information 
sources such as prescription drug monitoring programs 
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DETERMINING WHEN TO INITIATE or CONTINUE OPIOIDS for CHRONIC PAIN Continued… 

 

 Before starting and periodically during opioid therapy, 
providers should discuss with patients known risks and 
realistic benefits 

 

 Discuss patient and provider responsibilities for 
managing therapy. 

 

Acute Pain

 Opioid medications should only be used for treatment of 
acute pain when the severity of the pain warrants it 

 

 Opioid medications should only be used after determining 
that other non‐opioid pain medications or therapies likely 
will not prove adequate pain relief 

 
When considering long‐term use of opioids for chronic, non‐
cancer pain, the physician and the patient should develop 
treatment goals together 
 

OPIOID SELECTION, DOSAGE, DURATION, FOLLOW‐UP, and DISCONTINUATION 

 

 When starting opioid therapy for chronic pain, providers 
should prescribe immediate‐release opioids instead of 
extended‐release/long‐acting (ER/LA) opioids 
 

 When opioids are started, providers should prescribe the 
lowest effective dosage 

 

 Providers  should use caution when prescribing opioids   
at any dosage, should implement additional  precautions 
when increasing dosage to ≥50 morphine milligram 
equivalents (MME)/day,  and should generally avoid 
increasing dosage to ≥90 MME/ day 

 

 When opioids are used for  acute pain, providers should 
prescribe the lowest effective dose of immediate‐release 
opioids and should prescribe no greater quantity than 
needed for the expected duration of  pain severe enough 
to require opioids 

 

 Three or fewer days usually will be sufficient for  most 
non‐traumatic pain not related to major surgery 

 

 Providers should evaluate benefits and harms with 
patients within 1 to 4 weeks of starting  opioid therapy for 
chronic pain or of dose escalation 

 

 Providers should evaluate benefits  and harms of 
continued therapy with patients every 3 months or more 
frequently 

 
 
 
 

 When prescribed, the number dispensed should be for a 
short duration and no more than the number of doses 
needed based on the usual duration of pain 
 

 Long (and intermediate) duration‐of‐action opioids or 
extended‐release/long acting opioids should not be used for 
treatment of acute pain, including post‐operative pain, 
except in situations where monitoring and assessment for 
adverse effects can be conducted 

 

 Methadone is rarely, if ever, indicated for treatment of acute 
pain 

 

 The use of opioids should be re‐evaluated carefully if 
persistence of pain suggests the need to continue opioids 
beyond the anticipated time period of acute pain treatment 
for that condition 

 

 The American College of Emergency Physicians (ACEP) 
recommends that the use of a state prescription monitoring 
program may help identify patients who are at high risk for 
prescription opioid diversion or doctor shopping 

 

 Treatment plan and goals should be established as early as 
possible in the process and revisited regularly 
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ASSESSING RISK and ADDRESSING HARMS of OPIOID USE 
 

 Before starting and periodically during continuation of 
opioid therapy, providers should  evaluate risk factors for 
opioid‐related harms 

 

 Providers should incorporate into the  management plan 
strategies to mitigate risk, including considering offering 
naloxone when  factors that increase risk for opioid 
overdose, such as history of overdose, history of substance 
use disorder, or higher opioid dosages (≥50 MME), are 
present 

 

 Providers should review the patient’s history of controlled 
substance prescriptions using  state prescription drug 
monitoring program (PDMP) data to determine whether 
the patient  is receiving high opioid dosages or dangerous 
combinations that put him or her at high risk  for overdose

 

 Providers should review PDMP data when starting opioid 
therapy for chronic  pain and periodically during opioid 
therapy for chronic pain, ranging from every prescription 
to every 3 months 
 

 When prescribing opioids for chronic pain, providers 
should use urine drug testing before  starting opioid 
therapy and consider urine drug testing at least annually  
to assess for  prescribed medications as well as other 
controlled prescription drugs and illicit drugs 

 

 Providers should avoid prescribing opioid pain medication 
for patients receiving  benzodiazepines whenever possible 

 

 Providers should offer or arrange evidence‐based 
treatment (usually medication‐assisted  treatment with 
buprenorphine or methadone in combination with 
behavioral therapies) for  patients with opioid use disorder

 
 

 

 When considering long‐term use of opioids for chronic, non‐
cancer pain, given the potential risks of opioids, careful and 
thorough patient assessment is critical 

 

 The nature and extent of the clinical assessment depends on 
pain and the context in which it occurs – this includes: 

o Complete a medical history & physical exam 
o Performing a psychological evaluation 
o Establishing a diagnosis and medical necessity including 
Pain Intensity and Interference (pain scale) and Sheehan 
Disability Scale 

o Exploring non‐opioid therapeutic options 
o Evaluating both potential benefits and potential risks of 
opioid therapy 

o Being aware of aberrant or drug seeking behaviors 
o Undertake urine drug testing (as a precaution) 
o Review the CURES/PDMP report to see if patient is 
receiving controlled substances from other prescribers in 
California 

 

 The treating physician should seek a consultation, or refer 
patient to, a pain, psychiatry, or addiction or mental health 
specialist as needed 

 

 Physicians who prescribe long‐term opioid therapy should be 
familiar with treatment options for opioid addition to be make 
appropriate referrals as needed 

 When considering use of opioids physicians should discuss 
risks/benefits of treatment plan with the patient  

 If prescribed, the patient and family should be counseled on 
safe ways to store and dispose of medications 

 MBC recommends that a patient consent form and pain 
management agreement be signed 

 It is important to educate patients and family/caregivers of 
the danger signs of respiratory depression 

 

 Compliance monitoring through CURES/PDMP and drug 
testing and periodic pill counting is recommended 

 
 
 
 
 

 




