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Victor Law, PharmD 
 
Report of the Enforcement and Compounding Committee Meeting held on March 27, 2014. 
 

 
a. ENFORCEMENT MATTERS 

 
1. FOR DISCUSSION AND POSSIBLE ACTION:  Update on Implementation of AB 1136 

(Levine) Chapter 304, Statutes of 2013 Regarding Warning Labels on Prescription 
Container Labels 

 
Attachment 1 

 
Background 
Existing law requires a pharmacist to inform a patient orally or in writing of the harmful 
effects of a drug (1.) if the drug poses a substantial risk to the person consuming the drug 
when taken in combination with alcohol, or if the drug may impair a person’s ability to drive 
a motor vehicle, whichever is applicable, and (2.) the drug is determined by the Board of 
Pharmacy to be a drug or drug type for which the warning shall be given. 
 
Assembly Bill 1136 (Levine), signed by the Governor on September 9, 2013, amends existing 
law to require a pharmacist on or after July 1, 2014, to include a written label on a 
prescription drug container indicating that the drug may impair a person’s ability to operate 
a vehicle or vessel, if in the pharmacist’s professional judgment, the drug may impair a 
person’s ability to operate a vehicle or vessel.  The required label may be printed on an 
auxiliary label that is affixed to the prescription container.  
 
Section 1744 of the board’s regulations provides the specific classes of drugs which trigger a 
pharmacist’s verbal or written notice to patients where their patients ability to operate a 
vehicle may be impaired.  A copy of AB 1136 and Section 1744 is provided in Attachment 1.  
 
At the January Board Meeting, Mr. Santiago commented that existing statute already makes 
the allowance for a pharmacist’s professional judgment to decide if a drug could impair a 
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patient’s ability to operate a vehicle or vessel so the regulation does not need to say 
“including but not limited to.” 
 
Mr. Santiago further stated that 1744 needed to be amended only if the board wanted to 
change the list of classes of drugs for which an oral or written warning must be 
communicated to the patient pursuant to Business and Professions Code section 4074. 
 
The board had no specific action directed as a result of this discussion.  Nevertheless, there 
will be a newsletter article noting the changes made to Business and Professions Code 
Section 4074 by AB 1136, advising that pharmacists who have a professional opinion that a 
drug may impair a person’s ability to operate a vehicle or vessel must provide a warning 
label to the prescription container. 
 
During the meeting, Dr. Gutierrez provided an overview of the law and indicated that she 
believed that a pharmacist’s judgment should be used in determining that a drug should be 
used in determining that a drug should require such warnings as provided in existing law.   
 
Counsel advised that the committee should evaluate if 1744 is currently effective and 
identify what, if any, changes needed to be made to ensure it remains effective. 
 
Comments from the public indicated that including a list would essentially require a warning 
on all labels and that the board should consider the requirements in 1744 by stating that 
there may be other conditions under which a label is required. 
 
The committee stated that a list along with the pharmacist’s professional review should be 
sufficient.  The committee also stated that staff should identify regulations that require 
updating and/or evaluation annually. 
 
 
MOTION:  Enforcement and Compounding Committee:  The committed recommended 
having staff work on proposed revisions to 1744 and make a recommendation at the next 
committee meeting. 
 
 
2. FOR DISCUSSION AND POSSIBLE ACTION:  Request from UCLA Health System, Ronald 

Reagan UCLA Medical Center, for a Waiver as Permitted by  California Business and 
Professions Code Section  4118 Pertaining to Licensure as a Centralized Hospital 
Packaging Pharmacy, California Business and Professions Code Section 4128 et seq. 

 
Attachment 2 
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Background 
In 2012 the California Society of Health System Pharmacists and the California Hospital 
Association sponsored legislation to establish a centralized hospital packaging license which 
would allow a hospital chain under common ownership to consolidate packaging operations 
into a single location in a specialized pharmacy to prepare single dose medications that are 
bar coded.  The specific provisions were contained in AB 377 (Solorio, Chapter 687, Statutes 
of 2012).  Included in the provisions of this measure was the requirement that the unit dose 
medications filled by the centralized hospital packaging license be barcoded to be readable 
at the inpatient’s bedside and specifies the information that must be retrievable when the 
barcode is read. 
 
The board supported this measure and actively advocated for its passage because of the 
significant positive impact the use of barcoding would have on the reduction of medication 
errors that occur in hospitals.  Specifically, the board’s letter to the governor included the 
following: 

 
“…Bar coding is important for patient safety.  Before a medication 
is administered to a patient, by scanning the bar code on a 
medication, a patient’s chart and a patient’s wristband – the right 
medication, in the right dose will be ensured at the patient’s 
bedside.  This provides an important step forward to improve 
patient safety and decrease the rate of medication errors and 
potential adverse drug events…” 

 
In January 2014, the Enforcement Committee discussed an identical request from Sharp 
Healthcare and Scripps Health.  At that meeting, both hospital systems requested that the 
board approve their waiver requests to forego the specific labeling of elements in section 
4128.4 that require the bar code to contain: 

(a) The date the medication was prepared 
(b) The components used in the drug product 
(c) The lot number or control number 
(d) The expiration date 
(e) The National Drug Code Directory number 
(f) The name of the centralized hospital packaging pharmacy 

 
These items appear on the label but not in the bar code because the technology does not 
possess the capability.   
 
The board voted to approve a five-year waiver for Sharp Healthcare and Scripps Health, so 
long as the information specified in section 4128.4 is provided on the prescription label, and 
the bar code on the container can still identify the name of the drug, the strength, and can 
be read against a bar code on the patient’s wrist and patient medication record to ensure it 
is the right medication for that patient. 
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Similarly, Ronald Reagan UCLA Medical Center’s current computerized physician order entry 
(CPOE) system is not configured to do a bar code read of the elements in section 4128.4, 
but it can read the NDC number on the container with a reader to ensure the container is 
read at the patient’s bedside to ensure it is right medication in the right dose for the 
patient. 
   
Attachment 2 contains a copy of UCLA’s waiver request, the board’s support letter on 
AB 377, the waiver provisions provided in Business and Professions Code section 4118, and 
the specific items that must be contained in the bar code by section 4128.4. 
 
During the meeting, Dr. Gutierrez provided an overview and highlighted recent action by 
board for similar waivers.  The committee inquired as to whether UCLA was planning to 
update its technology and was advised that CSHP was updating the legal requirements to 
solve the issue of waiver requests. 
 
 
MOTION:  Enforcement and Compounding Committee:  The committee recommended that 
the board approve the waiver request of UCLA for five years, identical to the requirements 
approved at the January Board Meeting. 
 
 
3. FOR DISCUSSION AND POSSIBLE ACTION:  Opportunity to Provide Written Comments 

to the Federal Drug Enforcement Administration on the Possible Rescheduling of 
Hydrocodone Combination Products From Schedule III to Schedule II, 21 CFR Part 1308 
[Federal Register Docket No. DEA-389] 

 
Attachment 3 

 
Hydrocodone combination products are pharmaceuticals containing specified doses of 
hydrocodone in combination with other drugs in specified amounts.  These products are 
approved for the marketing for the treatment of pain and for cough suppression.  
 
The Drug Enforcement Administration (DEA) recently published a notice of proposed 
rulemaking to reschedule hydrocodone combination products from Schedule III to Schedule 
II of the federal Controlled Substances Act.  Written comments on the notice are due on or 
before April 28, 2014. 
 
Attachment 3 includes a copy of the article from the Federal Register / Vol. 79, No. 39 / 
Thursday, February 27, 2014 / Proposed Rules 
 
Hydrocodone is a frequently prescribed drug for pain.  Often the quantities prescribed for a 
patient greatly exceed the amount needed by a patient, so patients may have hydrocodone 
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stored in their medicine cabinets.    Hydrocodone is also a widely abused prescription 
medication, and a frequently diverted drug from pharmacies.  Depending on the strength 
and local availability, a pill may be worth $2-$10 each. 
 
Hydrocodone is the predominant controlled drug prescribed in California.    During the joint 
DEA/Board of Pharmacy Prescription Drug Abuse presentations for which pharmacists could 
earn 6 units of CE, hydrocodone is a frequent discussion point.  
 
In recent years, hydrocodone has been identified as a stepping stone drug, where 
individuals start with hydrocodone, like the feeling, take more and more of the widely 
available drug as they become habituated, and then move to stronger drugs like 
hydromorphone and then to oxycodone.    And then when it becomes too expensive to 
obtain and purchase these drugs, leads individuals to heroin (which is much cheaper).  
 
California is the nation’s largest consumer of hydrocodone.  From CURES, the following 
number of medications have been dispensed in 2012-2013:  
 

In California 
April 2012-April 2013 

 
• All Hydrocodone: 1,441,550,660 
• All Morphine-Dilaudid-Hydromorphone:  148,979,816 
• All Oxy:  269,751,340 
• All Alprazolam:  206,204,094 
• All Lorazepam:  171,045,455 
• All Zolpedem Tartrate-Ambien: 147,642,379 

 
The question before the DEA and this Federal Register docket is whether hydrocodone 
should be rescheduled to federal Schedule II.  If so, this drug will not be able to be refilled or 
prescribed orally.  Instead, each time another fill of hydrocodone is needed, a new 
prescription will be required, much like that which occurs for oxycodone or Dilaudid.  
 
During the meeting, Dr. Gutierrez advised as to the frequency of the use of hydrocodone 
and the benefits of rescheduling hydrocodone containing products to a schedule II drug.  
The committee was advised that because of the timing of the comment period, the board 
would have time to comment if it should be schedule II. 
 
 
MOTION:  Enforcement and Compounding Committee:  The committee recommended that 
the board submit comments to the DEA to support the rescheduling of hydrocodone from 
Schedule III to Schedule II. 
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4. FOR DISCUSSION:  Opportunity to Submit Comments on the Standards for the 
Interoperable Exchange of Information for the Tracing of Human, Finished, 
Prescription Drugs, in Paper or Electronic Format; Establishment of a Public Docket, 
Federal Register, Food and Drug Administration [Docket No. FDA-2014-N-0200] 

 
Attachment 4 

 
Background 
The Food and Drug Administration (FDA) is establishing a public docket to receive 
information and comments on standards for the interoperable exchange of information 
associated with transactions involving prescription drugs to comply with the new 
requirements in the Drug Supply Chain Security Act.  Written comments are due by April 21, 
2014. 
 
This is one of the early steps undertaken by the FDA to develop a national system to secure 
the pharmaceutical supply.   This content of the proposal was a frequent inquiry to the 
board when the board was working to implement California’s e-pedigree system; however, 
the board declined to specify such a system. 
 
Attachment 4 includes a copy of the notice from the Federal Register / Vol. 79, No. 34 / 
Thursday, February 20, 2014 / Notices 
 
During the meeting, Dr. Gutierrez provided an overview the requirements.  The committee 
was advised that there was not a need to submit comments on this item because it 
appeared to be more of a supply chain issue versus something that would impact the 
board’s regulation. 
 
5. FOR INFORMATION:  Development of an Alternative Process for Pharmacists to 

Become Registered to Access CURES 
 

Background 
Last year, SB 809 (DeSaulnier) was enacted to enhance the CURES prescription drug 
monitoring program.    
 
Part of the discussion associated with the bill’s progression through the Legislature was the 
growing concern about the need for pharmacists and prescribers to access CURES before 
dispensing or prescribing controlled drugs.  To access CURES to see the history of controlled 
drugs dispensed to a single patient over the last year, a prescriber or pharmacist must have 
been preapproved by the CA Department of Justice.  However, an abysmally low number of 
prescribers and dispensers have applied for and been granted access to CURES. 
 
Provisions enacted in SB 809 require all prescribers and pharmacists to be registered with 
the DOJ to access CURES by January 1, 2016.  However, the new computer system and 
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funding for staffing for the DOJ to operate the CURES system will not be available until 
perhaps July 2015.  Meanwhile, the Department of Consumer Affairs’ agencies are 
transferring to a new computer system of their own that will create new systems for license 
issuance and renewal.  Only the first one-third of DCA’s boards have converted to the new 
BreEZe system.  It may be late 2014 before phase II converts (this board is part of this 
group).    
 
As such, it appears likely that few, if any, DCA boards will be able to comply with the 
January 1, 2016 CURES registration deadline for licensees.   
 
The current process for CURES registration is frustrating and laborious.  Individuals must 
start an email contact with the DOJ, then fill out an application they download, and then 
copy various documents (driver’s license, professional license) and have the whole package 
notarized and then mailed to the DOJ.  Lacking staff, the DOJ is taking months to process 
this material.   
 
During the meeting, Dr. Gutierrez provided an overview of the process including concerns 
about the low enrollment rate of practitioners, including pharmacists, in the PDMP.   
 
Dr. Gutierrez expressed need for the board to facilitate the enrollment by collecting and 
authenticating identification for the application process.  Ms. Herold indicated that there 
would be an opportunity at this board meeting.   
 
Board staff have discussed with the DOJ a process whereby the board could authenticate 
the identity of a pharmacist and aid the DOJ in getting this individual registered.  Details are 
still being worked out, but a general process has been drafted.     
 
The committee requested that an article be included in the Script indicating how the PDMP 
can be used in addition to staff developing a Q&A document and sending a subscriber alert. 
 
Comments from the public included that most pharmacies do not have access to the 
internet but that all pharmacists working for Walgreens are enrolled in the PDMP and that 
all Walgreens pharmacies have access to the PDMP. 
 
The committee requested that for the next enforcement meeting that there is an agenda 
item addressing the need for pharmacist to have internet access to the CURES system in all 
pharmacies. 
 
6. FOR DISCUSSION AND POSSIBLE ACTION:  Losses of Controlled Drugs Reported in 

California 
Attachment 5 
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A pharmacy or a wholesaler must report any loss of controlled substances to the board 
within 14 days.  A separate requirement also mandates these entities to notify the DEA of 
significant losses of controlled drugs (a loss is reported on a form DEA 106).  
 
Recently, the board’s staff compiled some statistics regarding drug losses reported to the 
board in order to respond to press inquiries.  The staggering results were shared during the 
committee meeting.  
 
Attachment 5 includes a copy of an article by the LA Times regarding drug losses at several 
CVS Pharmacies in northern California.   
 
During the meeting, Dr. Gutierrez expressed concern about the significant losses and the 
need for more stringent inventory controls to identify losses resulting from employer 
pilferage. 
 
Comments from the committee were to develop steps for tighter inventory controls which 
could be done either by regulation, statute or policy on perhaps reconciling the top ten 
drugs for the pharmacy.   
  
 
MOTION:  Enforcement and Compounding Committee:  The committee recommended that 
the board promulgate a regulation to require monthly counts on the top ten drugs in 
volume by all pharmacies and clinics. 
 

 
7. FOR INFORMATION:  Presentation on “What We Find When We (the Board of 

Pharmacy) Inspect Pharmacies” 
Attachment 6 

 
The board’s executive officer continues to be asked to speak about pharmaceutical supply 
chain issues that have been discovered by the board.  At this meeting, a short PowerPoint 
presentation was given by the executive officer regarding what the board finds when 
inspecting pharmacies or reading the industry’s journals. 
 
As an example of what is being found and prosecuted by regulators and law enforcement is 
provided in Attachment 6, which is an article from Drug Topics, “Michigan Pharmacy 
Employees Indicated in $60 Million Fraud”. 
 
Ms. Herold provided a presentation and an overview of the better need for tracking 
pharmaceuticals as it moves through the supply chain.  Ms. Herold highlighted the need for 
supply chain traceability and the possible impact or concerns with the delay in 
implementation of such requirements.   
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Ms. Herold highlighted the several forms of drug compromise including recycled drugs, 
counterfeit drugs, selling drugs that have been stolen, unlicensed sales (e.g.) Craigslist, 
selling of samples, etc.  Ms. Herold also highlighted instances of large thefts from 
manufacturers and how some of the drugs were later reintroduced into the supply chain 
and dispensed to patients. 

 
The committee questioned who regulates the internet purchases and was advised that the 
NABP is working to strengthen controls over internet purchases via the pharmacy suffix. 
 
8. FOR INFORMATION:  Demonstration by Omnicell Regarding Technology Currently in 

Use for Pharmacies Providing Automated Drug Delivery Systems in Health Care 
Facilities Licensed Under Health and Safety Code section 1250 (c), (d) or (k) 

 
Attachment 7 

 
Presentation/Discussion at the Committee Meeting 
During this meeting Rich Hooper and Daniel Sanchez, representing Omnicell, provided a 
demonstration on restocking procedures of their automated dispensing cabinet (ADC) as it 
is used in long term care for emergency/first dose medication.   
 
Attachment 7 includes the procedures for restocking provided by Omnicell, and as statutory 
authority, Health and Safety Code section 1261.6 which authorizes the use of automated 
dispensing systems in certain facilities (those licensed under California Health and Safety 
Code section 1250 (c), (d) and (k) which is also provided). 
 
During the meeting, Omnicell representatives provided a presentation regarding their 
technology that provides for the restocking of automated dispensing cabinets being used as 
emergency kits.  The committee was provided an overview of why automated solutions in 
skilled nursing facilities are necessary in that automation helps to reduce the use of tackle 
boxes of medications and helps ensure that patients are not readmitted into a hospital.   
 
The committee questioned the supervision of the restocking of the automated dispensing 
machine and was advised that there was no oversight of the restocking of the automated 
dispensing machine. 
 
Omnicell was advised to formalize their request in writing to the board and to include 
exactly what they’re requesting and to include in the proposal where the pharmacist is 
involved in the process. 
 

9.   FOR INFORMATION:  Enforcement Statistics for January 2014 – March 2014 
 

Attachment 8 
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Attachment 8 includes the enforcement workload statistics for the first three quarters of 
the fiscal year as well as SB 1441 Program Statistics.   

 
 
10. FOR INFORMATION:  Third Quarterly Report on the Committee’s Goals for 2013/14 
   

Attachment 9 
Attachment 9 is the third quarterly report of the committee’s goals.   
 
Regrettably the board is not meeting its success indicators for its enforcement related 
activities.  This is in part because of a number of vacancies within the office as well as the 
training of new inspector staff that has occurred over the past two years, when the board 
received a significant number of new staff.  As we continue to focus our efforts on 
completing the oldest cases as well as fill vacant positions, we anticipate gradual 
improvement in all areas. 

 
b. COMPOUNDING MATTERS 
 

1. FOR DISCUSSION AND POSSIBLE ACTION:  General Discussion on the Board’s Proposed 
Compounding Regulations 

 
At the October 2013 Board Meeting, the board moved to initial notice of proposed changes 
in the California’s compounding regulations (located in 16 California Code of Regulations 
Sections 1735 et seq. and 1751 et seq). The 45-day comment period ran from November 29, 
2013 – January 13, 2014.  A regulation hearing was held on January 16, 2014, to provide the 
public with an opportunity to provide comments in another forum. 
 
During the notice period, the board received many written and oral comments.  Board staff 
sorted all written and oral comments received by section number, to facilitate review all of 
related comments by section.  This compilation document was available at the January 2014 
board meeting and online.  At the January 2014 board meeting, the board made a motion to 
allow the sterile compounding workgroup to work through the comments received and 
submit a second version of the proposed text based on comments. 
 
After reviewing and considering the written and oral comments received, board staff 
recommends the following for discussion and possible action: 
 

1. Withdraw the current rulemaking file originally noticed November 29, 2013. 
2. Provide general guidance from the sterile compounding workgroup to develop new 

updated language based on substantive comments received by the board and notice 
the revised language as a new rulemaking.   
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During the meeting, Dr. Gutierrez provided a brief overview of the timeline for the 
compounding regulations, including the release of the proposed language and commented 
that many written as well as oral comments were received.   

 
  

MOTION:  Enforcement and Compounding Committee:  The committee recommended that 
the board withdraw the current compounding rulemaking, revise the language to 
incorporate many comments submitted in response to the initial regulation notice and 
notice the new language as a new rulemaking. 
 

 
One comment from the public included praise to the board for its deliberative process used 
in developing the compounding regulations.  The public questioned clarification on how the 
recommendation would impact licensure requirements for sterile compounding and was 
advised that licensure was required as of July 1, 2014 and that all hospitals must comply 
with current regulations. 
 
2. FOR INFORMATION:  Update on Compounding Provisions Enacted by HR 3204, The 

Federal Drug Quality and Security Act and the Recent Meeting Between the FDA and 
the States’ Boards of Pharmacy 

 
Attachment 10 

 
Included as part of the federal Drug Quality and Security Act (HR 3204) are provisions that 
establish provisions for federal regulation and oversight of large scale drug compounding by 
“outsourcing facilities.”  The federal law sets forth voluntary requirements for licensure and 
enforcement of these entities. 

 
Presentation at the Committee Meeting 
During this meeting, Ms. Herold provided a brief overview of a recent meeting convened by 
the FDA with state board of pharmacy representatives, relating to the regulation of 
compounding pharmacies.  The ultimate goal was to develop a policy relating to the 
regulation of compounding pharmacies as well as outsourcing facilities.   
 
Ms. Herold provided a high-level overview of the sterile compounding requirements of the 
new law and highlighted that California’s law is more restrictive than the federal law in 
several areas.   
 
Ms. Herold also noted that California will continue to require any pharmacy that is 
compounding sterile products for California residents or practitioners to possess licensure 
with the board and comply with California requirements as sterile compounding 
pharmacies.  She also indicated that FDA may also require or encourage licensure as an 
outsourcing facility.  
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Attachment 10 includes the relevant compounding sections of HR 3204. 

 
3. FOR DISCUSSION:  Data Collected on Violations Found During Compounding 

Inspections in California 
 
Very recently, the FDA convened a meeting of all states to discuss their activities with 
respect to compounding, and principally sterile compounding within their jurisdictions.  The 
board’s executive officer was asked to provide an overview of California’s inspections and 
outcomes.   
 
Presentation at the Committee Meeting 
During this meeting, Ms. Herold provided a presentation provided during a recent FDA 
meeting.  The presentation included the history of compounding in California and actions 
taken by the board to ensure public safety is not compromised by sterile compounding 
practices.   
 
Ms. Herold highlighted the top ten violations found during compounding inspections which 
included lack of compounding self-assessment, quality assurance issues, facility issues, 
adequate compounding attire, general compounding quality assurance issues, process 
validations issues, insufficient or nonexistent policies and procedures, substandard 
equipment used, and lack of training. 
 
4. FOR INFORMATION:  Update on the National Shortage of IV Solutions 

Attachment 11 
 

Attachment 11 includes a copy of the update provided by the California Hospital 
Association on the continuing shortage of essential IV solutions.   
 
During the meeting, Dr. Gutierrez provided a brief overview of the update on the shortages 
IV solutions. 
 
 
The minutes from the March 27, 2014 committee meeting are provided in Attachment 12. 
 
 



 
 
 
 

 
 

Attachment 1 



Assembly Bill No. 1136

CHAPTER 304

An act to amend Section 4074 of the Business and Professions Code,
relating to pharmacy.

[Approved by Governor September 9, 2013. Filed with
Secretary of State September 9, 2013.]

legislative counsel’s digest

AB 1136, Levine. Pharmacists: drug disclosures.
The Pharmacy Law provides for the licensure and regulation of

pharmacists by the California State Board of Pharmacy. Existing law requires
a pharmacist to inform a patient orally or in writing of the harmful effects
of a drug dispensed by prescription if a prescription drug poses a substantial
risk to the person consuming the drug when taken in combination with
alcohol or if the drug may impair a person’s ability to drive a motor vehicle.
This requirement applies when the board determines that the drug is a drug
or drug type for which this warning shall be given. A violation of the
Pharmacy Law is a crime.

This bill would additionally require, on and after July 1, 2014, a
pharmacist to include a written label on the drug container indicating that
the drug may impair a person’s ability to operate a vehicle or vessel if the
pharmacist, in exercising his or her professional judgment, determines that
the drug may impair a person’s ability to operate a vehicle or vessel, as
specified. Because a violation of this requirement would be a crime, the bill
would impose a state-mandated local program.

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 4074 of the Business and Professions Code is
amended to read:

4074. (a)  A pharmacist shall inform a patient orally or in writing of the
harmful effects of a drug dispensed by prescription if both of the following
apply:

(1)  The drug poses substantial risk to the person consuming the drug
when taken in combination with alcohol or the drug may impair a person’s
ability to drive a motor vehicle, whichever is applicable.

 

94  



(2)  The drug is determined by the board pursuant to subdivision (c) to
be a drug or drug type for which this warning shall be given.

(b)  In addition to the requirement described in subdivision (a), on and
after July 1, 2014, if a pharmacist exercising his or her professional judgment
determines that a drug may impair a person’s ability to operate a vehicle or
vessel, the pharmacist shall include a written label on the drug container
indicating that the drug may impair a person’s ability to operate a vehicle
or vessel. The label required by this subdivision may be printed on an
auxiliary label that is affixed to the prescription container.

(c)  The board may by regulation require additional information or
labeling.

(d)  This section shall not apply to a drug furnished to a patient in
conjunction with treatment or emergency services provided in a health
facility or, except as provided in subdivision (e), to a drug furnished to a
patient pursuant to subdivision (a) of Section 4056.

(e)  A health facility shall establish and implement a written policy to
ensure that each patient shall receive information regarding each drug given
at the time of discharge and each drug given pursuant to subdivision (a) of
Section 4056. This information shall include the use and storage of each
drug, the precautions and relevant warnings, and the importance of
compliance with directions. This information shall be given by a pharmacist
or registered nurse, unless already provided by a patient’s prescriber, and
the written policy shall be developed in collaboration with a physician, a
pharmacist, and a registered nurse. The written policy shall be approved by
the medical staff. Nothing in this subdivision or any other law shall be
construed to require that only a pharmacist provide this consultation.

SEC. 2. 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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CCR 1744 



 
1744. Drug Warnings.  
Pursuant to Business and Professions Code Section 4074, a pharmacist shall inform the 
patient or his or her representative of the harmful effects of certain drugs dispensed by 
prescription.  
(a) The following classes of drugs may impair a person's ability to drive a motor vehicle 
or operate machinery when taken alone or in combination with alcohol:  
(1) Muscle relaxants.  
(2) Analgesics with central nervous system depressant effects.  
(3) Antipsychotic drugs including phenothiazines.  
(4) Antidepressants.  
(5) Antihistamines, motion sickness agents, antipruritics, antinauseants, anticonvulsants 
and antihypertensive agents with central nervous system depressant effects.  
(6) All Schedule II, III, IV and V depressant or narcotic controlled substances as set forth 
in Health and Safety Code at Section 11055 et seq. prescribed in doses which could have 
an adverse effect on a person's ability to operate a motor vehicle.  
(7) Anticholinergic agents and other drugs which may impair vision.  
(b) The following are examples of drugs which may have harmful effects when taken in 
combination with alcohol. These may or may not affect a person's ability to operate a 
motor vehicle.  
(1) Disulfiram and other drugs (e.g. chlorpropamide, metronidazole) which may cause a 
disulfiram-like reaction.  
(2) Mono amine oxidase inhibitors.  
(3) Nitrates.  
 
Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4022, 
4055 and 4074, Business and Professions Code. 



 
 
 
 

 
 

Attachment 2 



 
 
 
 

 
 

Waiver Request 





 
 
 
 

 
 

Support Letter 



California State Board of Pharmacy  STATE AND CONSUMER SERVICES AGENCY 
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 September 13, 2012 

 
 
The Honorable Edmund G. Brown Jr. 
Governor 
State of California 
State Capitol 
Sacramento, CA  95814 
 
RE:  Assembly Bill 377 (Solorio) ‐ Enrolled 
 
Dear Governor Brown: 
 
The California State Board of Pharmacy respectfully requests your signature on Assembly 
Bill 377 (Solorio).  This bill would allow a hospital chain under common ownership to prepare 
consolidated packaging operations to prepare single dose medications that are bar coded.  The 
unit medications would be delivered to any of multiple campuses of the general acute care 
hospitals under the same ownership for patient administration.  Such operations would be 
done in a specialty pharmacy licensed and regulated by the board.  The FDA has determined 
that a pharmacy performing such packaging is not “manufacturing.” 
 
Currently a hospital may package such unit dose medication for administration to patients 
solely within the same hospital’s premises.   Assembly Bill 377 would require a specialty license 
that would result in bar coding of all unit dose medications produced.  Hospitals would still be 
required to maintain existing pharmacies to evaluate, prepare, compound and dispense 
medication ordered for patients that are not fulfilled by the centralized packaging pharmacy.  
Further, under AB 377, the new packaging pharmacies would be subject to annual inspections 
by this board before issuance or renewal of the specialty pharmacy permit.   
 
The board strongly supports this consolidation of specific pharmacy operations to prepare unit 
dose medication for patients of the same hospital chain.  This would facilitate the use of costly, 
specialized equipment that would affix bar codes to every dose of medication packaged.   Bar 
coding is important for patient safety.  Before a medication is administered to a patient, by 
scanning the bar code on a medication, a patient’s chart and a patient’s wristband – the right 
medication, in the right dose will be ensured at the patient’s bedside.  This provides an 
important step forward to improve patient safety and decrease the rate of medication errors 
and potential adverse drug events.   
 
Published examples of how bar coding would benefit patients include: 

 Medication errors in hospitals are common, and dispensing errors made in the 
pharmacy contribute considerably to these errors.  Overall, dispensing error rates are 
relatively low, but because of the high volume of medications dispensed, more than 100 
undetected dispensing errors may occur in a busy hospital pharmacy every day.  
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4118. Waiving of Minimum Requirements by Board  
(a) When, in the opinion of the board, a high standard of patient safety, consistent with good 
patient care, can be provided by the licensure of a pharmacy that does not meet all of the 
requirements for licensure as a pharmacy, the board may waive any licensing requirements.  
(b) When, in the opinion of the board, a high standard of patient safety, consistent with good 
patient care, can be provided by the licensure of a hospital pharmacy, as defined by subdivision  
(a) of Section 4029, that does not meet all of the requirements for licensure as a hospital 
pharmacy, the board may waive any licensing requirements. However, when a waiver of any 
requirements is granted by the board, the pharmaceutical services to be rendered by this 
pharmacy shall be limited to patients registered for treatment in the hospital, whether or not 
they are actually staying in the hospital, or to emergency cases under treatment in the hospital.  
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BUSINESS AND PROFESSIONS CODE - BPC

  
   

 
ARTICLE 7.6. Centralized Hospital Packaging Pharmacies [4128 - 4128.7]  ( Article 7.6 added by Stats. 2012, 
Ch. 687, Sec. 2. ) 
   

Any unit dose medication produced by a centralized hospital packaging pharmacy shall be 
barcoded to be readable at the inpatient’s bedside. Upon reading the barcode, the following information 
shall be retrievable: 
(a) The date the medication was prepared. 
(b) The components used in the drug product. 
(c) The lot number or control number. 
(d) The expiration date. 
(e) The National Drug Code Directory number. 
(f) The name of the centralized hospital packaging pharmacy. 
(Added by Stats. 2012, Ch. 687, Sec. 2. Effective January 1, 2013.)

DIVISION 2. HEALING ARTS [500 - 4999.129]  ( Division 2 enacted by Stats. 1937, Ch. 399. )
CHAPTER 9. Pharmacy [4000 - 4426]  ( Chapter 9 repealed and added by Stats. 1996, Ch. 

890, Sec. 3. )

4128.4.  
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CVS probed in alleged loss of painkillers

CVS Caremark Corp. could face as much as $29 million in fines for allegedly 
losing track of hydrocodone pills at four California stores. They may have been 
sold on the black market.

David Lazarus

7:25 PM PDT, March 10, 2014

CVS Caremark Corp. could face as much as $29 million in fines for allegedly losing 
track of prescription painkillers at four of its California stores, from which authorities 
said thousands of pills may have been sold on the black market.

Officials at the U.S. Drug Enforcement Administration and the California Board of Pharmacy told me 
Monday that more than 37,000 pills were apparently taken from CVS stores in Modesto, Fairfield, 
Dixon and Turlock.

Meanwhile, CVS pharmacists in Southern California said they've been instructed by the drugstore 
chain to get their paperwork in order so that no other prescription meds are found to be missing.

Have a consumer question? Ask Laz

Casey Rettig, a special agent in the DEA's San Francisco office, said warrants were served on the four 
California CVS stores last May. She declined to comment further because the agency's investigation 
is still open.

Virginia Herold, executive officer of the state Board of Pharmacy, which licenses and oversees all 
drugstores in California, said each of the missing pills — all painkillers, such as Vicodin — could 
have a street value of as much as $10.

Lauren Horwood, a spokeswoman for the U.S. attorney's office in Sacramento, said CVS faces 2,973 
possible violations of the federal Controlled Substances Act for alleged discrepancies between the 
company's records and its inventory of prescription drugs.

The maximum fine for these violations could be $29 million, she said.

Horwood said CVS has yet to respond to a letter sent last month by her office. The letter outlines the 
alleged violations and seeks more information from the company.

Officials, requesting anonymity because of the sensitivity of the matter, described the loss of 
painkillers as a big problem throughout the pharmacy business.
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In some cases, the drugs have gone missing because pharmacists "self-medicate," they said. But in 
most cases, the officials said, lower-level pharmacy workers, such as technicians, have made off with 
the drugs and then sold them to others.

Such thefts typically come to light after pharmacies perform routine inspections of their inventory. 
They're required by law to report any missing meds within 14 days of discovery.

According to formerly sealed affidavits submitted as part of the DEA's application for search 
warrants, an investigator for the agency, Brian Glaudel, said the Sacramento district office became 
aware in late 2012 of losses of numerous hydrocodone tablets from CVS stores in the region.

Hydrocodone is a narcotic painkiller sold under various brand names, including Vicodin and Norco.

The pending investigations stem from a case involving a CVS store in Rocklin, northeast of 
Sacramento.

Glaudel said CVS notified officials in December 2012 that a pharmacy worker in the Rocklin store 
was seen hiding a bottle of hydrocodone in her pants.

The worker subsequently admitted to CVS managers that she had stolen more than 20,000 
hydrocodone tablets, Glaudel said.

The worker was arrested and charged with embezzlement, he said. It's unclear whether the stolen 
hydrocodone was recovered in the Rocklin case.

Glaudel said DEA investigators went over records for other CVS stores in the area and found more 
than 16,000 hydrocodone tablets missing from the Turlock store, 11,000 from the Fairfield store and 
almost 5,000 each from the Modesto and Dixon stores.

Michael DeAngelis, a CVS spokesman, said the investigations are aimed at "assuring compliance 
with state and federal requirements for administrative record keeping related to invoices and 
inventory for controlled substances."

He said CVS regularly tells its pharmacists to "maintain certain records and paperwork," and recently 
sent them reminders.

This is the second time in the last year that CVS has found itself facing stiff fines for questionable 
oversight of prescription drugs.

The chain and its Oklahoma subsidiary agreed to pay $11 million last April to avoid civil charges that 
they failed to keep accurate records of drugs being received from wholesalers and dispensed to 
customers.

Federal prosecutors had accused CVS pharmacies in Oklahoma of creating fake DEA license numbers 
on dispensing records, filling prescriptions for doctors without valid licenses and improperly labeling 
prescription vials.

CVS said after that settlement was announced that the allegations against the company involved 
"administrative record-keeping matters," and that "neither the DEA nor the U.S. attorney claimed that 
any patient's health or safety was put at risk."
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The company did not admit any wrongdoing, saying it settled "to avoid the uncertainty of time-
consuming litigation."

Michele M. Leonhart, the head of the DEA, was more forceful in her appraisal of the case.

She said last year's settlement with CVS "highlights DEA's steadfast resolve to combat the growing 
prescription drug abuse problem in this country by ensuring that all DEA registrants, including 
nationwide pharmacy chains, are in compliance with the law."

"Abuse of prescription drugs is one of the most critical issues we face today," she said. "The scope of 
this problem is alarming."

In June, the DEA disclosed that Walgreen Co. had agreed to pay $80 million in fines to end a probe 
into allegations it failed to prevent prescription meds from going astray from some of its Florida 
stores. It was the largest-ever civil penalty paid under the Controlled Substances Act.

Pharmacies can be fined up to $25,000 for each violation of the law.

Herold at the state Board of Pharmacy said her office issued 144 warnings, citations or fines against 
pharmacies last year. CVS accounted for 55 of those incidents, she said.

Herold said it's unclear whether the relatively high number of cases involving CVS was because the 
company is better at spotting troubles or "whether they have a bigger problem."

On its website, CVS said that "prescription drug abuse in this country may be an epidemic, but it 
doesn't have to be."

It said it is "committed to advancing legislation, promoting technology and creating safer 
communities."

CVS is no stranger to official scrutiny. Investigations were launched by the U.S. Department of 
Justice and officials in California and New Jersey after I reported that pharmacists were refilling 
customers' prescriptions without their permission.

CVS blamed the practice on rogue drugstore managers and insisted that the company's official policy 
was that customers are always asked before being enrolled in ReadyFill, the chain's refill program.

But I subsequently obtained company documents showing that all CVS pharmacists were expected to 
enroll at least 40% of patients into ReadyFill. Failure to do so, pharmacists told me, could result in 
reduced compensation or even being fired.

The investigations into CVS' refill practices are pending.

David Lazarus' column runs Tuesdays and Fridays. He also can be seen daily on KTLA-TV Channel 5 
and followed on Twitter @Davidlaz. Send your tips or feedback to david.lazarus@latimes.com.

Copyright © 2014, Los Angeles Times
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Procedure for Restocking of ADC: 

 

1. An ADC restocking report is generated and printed at the pharmacy.   

2. Per the report, the appropriate pharmacy personnel packages medications in unit dose 

cards, places them in tamper evident secure container with a barcode label, and is verified. 

3. The tamper‐evident container is then transported to the specific facility. 

4. The facility receives the container. 

5. The health care professional designated and tracked by the pharmacy logs into the ADC and 

then scans the barcode on the container for restocking.  

6. The ADC guides the user through the restock process by identifying and unlocking only the 

drawers and corresponding bins that require restock.  

7. Once directed to a bin, the barcoded labeled bin is scanned to verify the correct medication 

is being restocked to the correct location, quantity is verified, and each unit dose is scanned 

and placed into bin.   

8. One the restock is complete; a restock confirmation report is available to the pharmacy and 

facility. 

 

 



HEALTH AND SAFETY CODE - HSC

   
   

 
ARTICLE 1. General [1250 - 1264]  ( Article 1 added by Stats. 1973, Ch. 1202. ) 
   

As used in this chapter, “health facility” means any facility, place, or building that is organized, 
maintained, and operated for the diagnosis, care, prevention, and treatment of human illness, physical or 
mental, including convalescence and rehabilitation and including care during and after pregnancy, or for 
any one or more of these purposes, for one or more persons, to which the persons are admitted for a 24-
hour stay or longer, and includes the following types: 
(a) “General acute care hospital” means a health facility having a duly constituted governing body with 
overall administrative and professional responsibility and an organized medical staff that provides 24-
hour inpatient care, including the following basic services: medical, nursing, surgical, anesthesia, 
laboratory, radiology, pharmacy, and dietary services. A general acute care hospital may include more 
than one physical plant maintained and operated on separate premises as provided in Section 1250.8. A 
general acute care hospital that exclusively provides acute medical rehabilitation center services, 
including at least physical therapy, occupational therapy, and speech therapy, may provide for the 
required surgical and anesthesia services through a contract with another acute care hospital. In addition, 
a general acute care hospital that, on July 1, 1983, provided required surgical and anesthesia services 
through a contract or agreement with another acute care hospital may continue to provide these surgical 
and anesthesia services through a contract or agreement with an acute care hospital. The general acute 
care hospital operated by the State Department of Developmental Services at Agnews Developmental 
Center may, until June 30, 2007, provide surgery and anesthesia services through a contract or 
agreement with another acute care hospital. Notwithstanding the requirements of this subdivision, a 
general acute care hospital operated by the Department of Corrections and Rehabilitation or the 
Department of Veterans Affairs may provide surgery and anesthesia services during normal weekday 
working hours, and not provide these services during other hours of the weekday or on weekends or 
holidays, if the general acute care hospital otherwise meets the requirements of this section. 
A “general acute care hospital” includes a “rural general acute care hospital.” However, a “rural general 
acute care hospital” shall not be required by the department to provide surgery and anesthesia services. 
A “rural general acute care hospital” shall meet either of the following conditions: 
(1) The hospital meets criteria for designation within peer group six or eight, as defined in the report 
entitled Hospital Peer Grouping for Efficiency Comparison, dated December 20, 1982. 
(2) The hospital meets the criteria for designation within peer group five or seven, as defined in the 
report entitled Hospital Peer Grouping for Efficiency Comparison, dated December 20, 1982, and has no 
more than 76 acute care beds and is located in a census dwelling place of 15,000 or less population 
according to the 1980 federal census. 
(b) “Acute psychiatric hospital” means a health facility having a duly constituted governing body with 
overall administrative and professional responsibility and an organized medical staff that provides 24-
hour inpatient care for mentally disordered, incompetent, or other patients referred to in Division 5 
(commencing with Section 5000) or Division 6 (commencing with Section 6000) of the Welfare and 
Institutions Code, including the following basic services: medical, nursing, rehabilitative, pharmacy, and 
dietary services. 

DIVISION 2. LICENSING PROVISIONS [1200 - 1796.63]  ( Division 2 enacted by Stats. 1939, 
Ch. 60. )

CHAPTER 2. Health Facilities [1250 - 1339.59]  ( Chapter 2 repealed and added by Stats. 
1973, Ch. 1202. )

1250.  
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(c) (1) “Skilled nursing facility” means a health facility that provides skilled nursing care and supportive 
care to patients whose primary need is for availability of skilled nursing care on an extended basis. 
(2) “Skilled nursing facility” includes a “small house skilled nursing facility (SHSNF),” as defined in 
Section 1323.5.  
(d) “Intermediate care facility” means a health facility that provides inpatient care to ambulatory or 
nonambulatory patients who have recurring need for skilled nursing supervision and need supportive 
care, but who do not require availability of continuous skilled nursing care. 
(e) “Intermediate care facility/developmentally disabled habilitative” means a facility with a capacity of 
4 to 15 beds that provides 24-hour personal care, habilitation, developmental, and supportive health 
services to 15 or fewer persons with developmental disabilities who have intermittent recurring needs 
for nursing services, but have been certified by a physician and surgeon as not requiring availability of 
continuous skilled nursing care. 
(f) “Special hospital” means a health facility having a duly constituted governing body with overall 
administrative and professional responsibility and an organized medical or dental staff that provides 
inpatient or outpatient care in dentistry or maternity. 
(g) “Intermediate care facility/developmentally disabled” means a facility that provides 24-hour personal 
care, habilitation, developmental, and supportive health services to persons with developmental 
disabilities whose primary need is for developmental services and who have a recurring but intermittent 
need for skilled nursing services. 
(h) “Intermediate care facility/developmentally disabled-nursing” means a facility with a capacity of 4 to 
15 beds that provides 24-hour personal care, developmental services, and nursing supervision for 
persons with developmental disabilities who have intermittent recurring needs for skilled nursing care 
but have been certified by a physician and surgeon as not requiring continuous skilled nursing care. The 
facility shall serve medically fragile persons with developmental disabilities or who demonstrate 
significant developmental delay that may lead to a developmental disability if not treated. 
(i) (1) “Congregate living health facility” means a residential home with a capacity, except as provided 
in paragraph (4), of no more than 12 beds, that provides inpatient care, including the following basic 
services: medical supervision, 24-hour skilled nursing and supportive care, pharmacy, dietary, social, 
recreational, and at least one type of service specified in paragraph (2). The primary need of congregate 
living health facility residents shall be for availability of skilled nursing care on a recurring, intermittent, 
extended, or continuous basis. This care is generally less intense than that provided in general acute care 
hospitals but more intense than that provided in skilled nursing facilities. 
(2) Congregate living health facilities shall provide one of the following services: 
(A) Services for persons who are mentally alert, persons with physical disabilities, who may be 
ventilator dependent. 
(B) Services for persons who have a diagnosis of terminal illness, a diagnosis of a life-threatening 
illness, or both. Terminal illness means the individual has a life expectancy of six months or less as 
stated in writing by his or her attending physician and surgeon. A “life-threatening illness” means the 
individual has an illness that can lead to a possibility of a termination of life within five years or less as 
stated in writing by his or her attending physician and surgeon. 
(C) Services for persons who are catastrophically and severely disabled. A person who is 
catastrophically and severely disabled means a person whose origin of disability was acquired through 
trauma or nondegenerative neurologic illness, for whom it has been determined that active rehabilitation 
would be beneficial and to whom these services are being provided. Services offered by a congregate 
living health facility to a person who is catastrophically disabled shall include, but not be limited to, 
speech, physical, and occupational therapy.
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(3) A congregate living health facility license shall specify which of the types of persons described in 
paragraph (2) to whom a facility is licensed to provide services. 
(4) (A) A facility operated by a city and county for the purposes of delivering services under this section 
may have a capacity of 59 beds. 
(B) A congregate living health facility not operated by a city and county servicing persons who are 
terminally ill, persons who have been diagnosed with a life-threatening illness, or both, that is located in 
a county with a population of 500,000 or more persons, or located in a county of the 16th class pursuant 
to Section 28020 of the Government Code, may have not more than 25 beds for the purpose of serving 
persons who are terminally ill. 
(C) A congregate living health facility not operated by a city and county serving persons who are 
catastrophically and severely disabled, as defined in subparagraph (C) of paragraph (2) that is located in 
a county of 500,000 or more persons may have not more than 12 beds for the purpose of serving persons 
who are catastrophically and severely disabled. 
(5) A congregate living health facility shall have a noninstitutional, homelike environment. 
(j) (1) “Correctional treatment center” means a health facility operated by the Department of Corrections 
and Rehabilitation, the Department of Corrections and Rehabilitation, Division of Juvenile Facilities, or 
a county, city, or city and county law enforcement agency that, as determined by the department, 
provides inpatient health services to that portion of the inmate population who do not require a general 
acute care level of basic services. This definition shall not apply to those areas of a law enforcement 
facility that houses inmates or wards who may be receiving outpatient services and are housed 
separately for reasons of improved access to health care, security, and protection. The health services 
provided by a correctional treatment center shall include, but are not limited to, all of the following basic 
services: physician and surgeon, psychiatrist, psychologist, nursing, pharmacy, and dietary. A 
correctional treatment center may provide the following services: laboratory, radiology, perinatal, and 
any other services approved by the department. 
(2) Outpatient surgical care with anesthesia may be provided, if the correctional treatment center meets 
the same requirements as a surgical clinic licensed pursuant to Section 1204, with the exception of the 
requirement that patients remain less than 24 hours. 
(3) Correctional treatment centers shall maintain written service agreements with general acute care 
hospitals to provide for those inmate physical health needs that cannot be met by the correctional 
treatment center. 
(4) Physician and surgeon services shall be readily available in a correctional treatment center on a 24-
hour basis. 
(5) It is not the intent of the Legislature to have a correctional treatment center supplant the general 
acute care hospitals at the California Medical Facility, the California Men’s Colony, and the California 
Institution for Men. This subdivision shall not be construed to prohibit the Department of Corrections 
and Rehabilitation from obtaining a correctional treatment center license at these sites. 
(k) “Nursing facility” means a health facility licensed pursuant to this chapter that is certified to 
participate as a provider of care either as a skilled nursing facility in the federal Medicare Program under 
Title XVIII of the federal Social Security Act (42 U.S.C. Sec. 1395 et seq.) or as a nursing facility in the 
federal Medicaid Program under Title XIX of the federal Social Security Act (42 U.S.C. Sec. 1396 et 
seq.), or as both. 
(l) Regulations defining a correctional treatment center described in subdivision (j) that is operated by a 
county, city, or city and county, the Department of Corrections and Rehabilitation, or the Department of 
Corrections and Rehabilitation, Division of Juvenile Facilities, shall not become effective prior to, or if 
effective, shall be inoperative until January 1, 1996, and until that time these correctional facilities are 
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exempt from any licensing requirements.
(m) “Intermediate care facility/developmentally disabled-continuous nursing (ICF/DD-CN)” means a 
homelike facility with a capacity of four to eight, inclusive, beds that provides 24-hour personal care, 
developmental services, and nursing supervision for persons with developmental disabilities who have 
continuous needs for skilled nursing care and have been certified by a physician and surgeon as 
warranting continuous skilled nursing care. The facility shall serve medically fragile persons who have 
developmental disabilities or demonstrate significant developmental delay that may lead to a 
developmental disability if not treated. ICF/DD-CN facilities shall be subject to licensure under this 
chapter upon adoption of licensing regulations in accordance with Section 1275.3. A facility providing 
continuous skilled nursing services to persons with developmental disabilities pursuant to Section 
14132.20 or 14495.10 of the Welfare and Institutions Code shall apply for licensure under this 
subdivision within 90 days after the regulations become effective, and may continue to operate pursuant 
to those sections until its licensure application is either approved or denied. 
(n) “Hospice facility” means a health facility licensed pursuant to this chapter with a capacity of no 
more than 24 beds that provides hospice services. Hospice services include, but are not limited to, 
routine care, continuous care, inpatient respite care, and inpatient hospice care as defined in subdivision 
(d) of Section 1339.40, and is operated by a provider of hospice services that is licensed pursuant to 
Section 1751 and certified as a hospice pursuant to Part 418 of Title 42 of the Code of Federal 
Regulations.  
(Amended by Stats. 2012, Ch. 673, Sec. 2.5. Effective January 1, 2013.)
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HEALTH AND SAFETY CODE - HSC

   
   

 
ARTICLE 1. General [1250 - 1264]  ( Article 1 added by Stats. 1973, Ch. 1202. ) 
   

(a) (1) For purposes of this section and Section 1261.5, an “automated drug delivery system” 
means a mechanical system that performs operations or activities, other than compounding or 
administration, relative to the storage, dispensing, or distribution of drugs. An automated drug delivery 
system shall collect, control, and maintain all transaction information to accurately track the movement 
of drugs into and out of the system for security, accuracy, and accountability. 
(2) For purposes of this section, “facility” means a health facility licensed pursuant to subdivision (c), 
(d), or (k), of Section 1250 that has an automated drug delivery system provided by a pharmacy. 
(3) For purposes of this section, “pharmacy services” means the provision of both routine and 
emergency drugs and biologicals to meet the needs of the patient, as prescribed by a physician. 
(b) Transaction information shall be made readily available in a written format for review and inspection 
by individuals authorized by law. These records shall be maintained in the facility for a minimum of 
three years. 
(c) Individualized and specific access to automated drug delivery systems shall be limited to facility and 
contract personnel authorized by law to administer drugs. 
(d) (1) The facility and the pharmacy shall develop and implement written policies and procedures to 
ensure safety, accuracy, accountability, security, patient confidentiality, and maintenance of the quality, 
potency, and purity of stored drugs. Policies and procedures shall define access to the automated drug 
delivery system and limits to access to equipment and drugs. 
(2) All policies and procedures shall be maintained at the pharmacy operating the automated drug 
delivery system and the location where the automated drug delivery system is being used. 
(e) When used as an emergency pharmaceutical supplies container, drugs removed from the automated 
drug delivery system shall be limited to the following: 
(1) A new drug order given by a prescriber for a patient of the facility for administration prior to the next 
scheduled delivery from the pharmacy, or 72 hours, whichever is less. The drugs shall be retrieved only 
upon authorization by a pharmacist and after the pharmacist has reviewed the prescriber’s order and the 
patient’s profile for potential contraindications and adverse drug reactions. 
(2) Drugs that a prescriber has ordered for a patient on an as-needed basis, if the utilization and retrieval 
of those drugs are subject to ongoing review by a pharmacist. 
(3) Drugs designed by the patient care policy committee or pharmaceutical service committee of the 
facility as emergency drugs or acute onset drugs. These drugs may be retrieved from an automated drug 
delivery system pursuant to the order of a prescriber for emergency or immediate administration to a 
patient of the facility. Within 48 hours after retrieval under this paragraph, the case shall be reviewed by 
a pharmacist. 
(f) When used to provide pharmacy services pursuant to Section 4119.1 of the Business and Professions 
Code, the automated drug delivery system shall be subject to all of the following requirements: 
(1) Drugs removed from the automated drug delivery system for administration to a patient shall be in 

DIVISION 2. LICENSING PROVISIONS [1200 - 1796.63]  ( Division 2 enacted by Stats. 1939, 
Ch. 60. )

CHAPTER 2. Health Facilities [1250 - 1339.59]  ( Chapter 2 repealed and added by Stats. 
1973, Ch. 1202. )

1261.6.  
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properly labeled units of administration containers or packages.
(2) A pharmacist shall review and approve all orders prior to a drug being removed from the automated 
drug delivery system for administration to a patient. The pharmacist shall review the prescriber’s order 
and the patient’s profile for potential contraindications and adverse drug reactions. 
(3) The pharmacy providing services to the facility pursuant to Section 4119.1 of the Business and 
Professions Code shall control access to the drugs stored in the automated drug delivery system. 
(4) Access to the automated drug delivery system shall be controlled and tracked using an identification 
or password system or biosensor. 
(5) The automated drug delivery system shall make a complete and accurate record of all transactions 
that will include all users accessing the system and all drugs added to, or removed from, the system. 
(6) After the pharmacist reviews the prescriber’s order, access by licensed personnel to the automated 
drug delivery system shall be limited only to drugs ordered by the prescriber and reviewed by the 
pharmacist and that are specific to the patient. When the prescriber’s order requires a dosage variation of 
the same drug, licensed personnel shall have access to the drug ordered for that scheduled time of 
administration. 
(7) (A) Systems that allow licensed personnel to have access to multiple drugs and are not patient 
specific in their design, shall be allowed under this subdivision if those systems have electronic and 
mechanical safeguards in place to ensure that the drugs delivered to the patient are specific to that 
patient. Each facility using such an automated drug system shall notify the department in writing prior to 
the utilization of the system. The notification submitted to the department pursuant to this paragraph 
shall include, but is not limited to, information regarding system design, personnel with system access, 
and policies and procedures covering staff training, storage, and security, and the facility’s 
administration of these types of systems. 
(B) As part of its routine oversight of these facilities, the department shall review a facility’s medication 
training, storage, and security, and its administration procedures related to its use of an automated drug 
delivery system to ensure that adequate staff training and safeguards are in place to make sure that the 
drugs delivered are appropriate for the patient. If the department determines that a facility is not in 
compliance with this section, the department may revoke its authorization to use automated drug 
delivery systems granted under subparagraph (A). 
(C) This paragraph shall remain in effect only until January 1, 2012, unless a later enacted statute is 
enacted on or before January 1, 2012, deletes or extends that date. 
(g) The stocking of an automated drug delivery system shall be performed by a pharmacist. If the 
automated drug delivery system utilizes removable pockets, cards, drawers, or similar technology, the 
stocking system may be done outside of the facility and be delivered to the facility if all of the following 
conditions are met: 
(1) The task of placing drugs into the removable pockets, cards, or drawers is performed by a pharmacist 
or by an intern pharmacist or a pharmacy technician working under the direct supervision of a 
pharmacist. 
(2) The removable pockets, cards, or drawers are transported between the pharmacy and the facility in a 
secure tamper-evident container. 
(3) The facility, in conjunction with the pharmacy, has developed policies and procedures to ensure that 
the pockets, cards, or drawers are properly placed into the automated drug delivery system. 
(h) Review of the drugs contained within, and the operation and maintenance of, the automated drug 
delivery system shall be done in accordance with law and shall be the responsibility of the pharmacy. 
The review shall be conducted on a monthly basis by a pharmacist and shall include a physical 
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inspection of the drugs in the automated drug delivery system, an inspection of the automated drug 
delivery system machine for cleanliness, and a review of all transaction records in order to verify the 
security and accountability of the system. 
(i) Drugs dispensed from an automated drug delivery system that meets the requirements of this section 
shall not be subject to the labeling requirements of Section 4076 of the Business and Professions Code 
or Section 111480 of this code if the drugs to be placed into the automated drug delivery system are in 
unit dose packaging or unit of use and if the information required by Section 4076 of the Business and 
Professions Code and Section 111480 of this code is readily available at the time of drug administration. 
For purposes of this section, unit dose packaging includes blister pack cards. 
(Amended by Stats. 2006, Ch. 775, Sec. 1. Effective January 1, 2007.)
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Board of Pharmacy Enforcement Statistics
Fiscal Year 2013/2014

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 13/14
Complaints/Investigations

Received 695 614 744 2053

Closed 1037 690 859 2586

4301 letters 17 15 19 51

Pending (at the end of quarter) 1827 1769 1575 1575

Cases Assigned & Pending (by Team) at end of quarter*

Compliance / Routine Team 925 734 681 681

Drug Diversion/Fraud 216 290 358 358

Probation/PRP 99 80 62 62

Mediation/Enforcement ** 304 387 186 186

283 278 288 288

Application Investigations

Received 133 108 210 451

Closed

Approved 104 74 110 288

Denied 15 26 24 65

Total *** 171 125 192 488

Pending (at the end of quarter) 97 93 125 125

Letter of Admonishment (LOA) / Citation & Fine

LOAs Issued 92 36 71 199

Citations Issued 702 407 556 1665

Total Fines Collected **** $732,995.81 $591,745.39 $424,215.65 $1,748,956.85
* This figure includes reports submitted to the supervisor and cases with SI awaiting assignment.

** This figure include reports submitted to the citation and fine unit, AG referral, as well as cases assigned to enf. Staff

*** This figure includes withdrawn applications.

****Fines collected (through 3/31/2014 and reports in previous fiscal year.)

Criminal Conviction



Board of Pharmacy Enforcement Statistics
Fiscal Year 2013/2014

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 13/14
Administrative Cases (by effective date of decision)

Referred to AG's Office* 119 157 116 392

114 100 95 309

12 16 12 40

Petitions to Revoke Filed 11 5 6 22

Pending

Pre-accusation 365 352 335 335

Post  Accusation 305 330 343 343

Total* 744 722 711 711

Closed

Revocation

Pharmacist 3 7 5 15

Intern Pharmacist 0 0 0 0

Pharmacy Technician 9 29 62 100

Designated Representative 0 0 0 0

Wholesaler 0 0 0 0

Sterile Compounding 0 0 0 0

Pharmacy 2 1 2 5

Revocation,stayed; suspension/probation

Pharmacist 1 2 3 6

Intern Pharmacist 1 0 0 1

Pharmacy Technician 0 1 0 1

Designated Representative 0 0 0 0

Wholesaler 0 0 0 0

Sterile Compounding 0 0 0 0

Pharmacy 1 0 0 1

Revocation,stayed; probation

Pharmacist 4 7 3 14

Intern Pharmacist 0 0 0 0

Pharmacy Technician 4 6 0 10

Designated Representative 0 1 0 1

Wholesaler 0 0 0 0

Sterile Compounding 0 1 1 2

Pharmacy 2 4 3 9

Surrender/Voluntary Surrender

Pharmacist 2 8 3 13

Intern Pharmacist 0 0 0 0

Pharmacy Technician 2 9 3 14

Designated Representative 1 0 0 1

Wholesaler 0 0 0 0

Sterile Compounding 1 0 0 1

Pharmacy 1 1 1 3

Accusations Filed

Statement of Issues Filed



Board of Pharmacy Enforcement Statistics
Fiscal Year 2013/2014

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 13/14
Public Reproval/Reprimand

Pharmacist 0 1 1 2

Intern Pharmacist 0 0 0 0

Pharmacy Technician 0 0 0 0

Designated Representative 0 0 0 0

Wholesaler 0 0 0 0

Sterile Compounding 0 0 0 0

Pharmacy 0 1 0 1

Licenses Granted

Pharmacist 0 0 0 0

Intern Pharmacist 0 0 0 0

Pharmacy Technician 4 7 4 15

Designated Representative 0 0 0 0

Wholesaler 0 0 0 0

Sterile Compounding 0 0 0 0

Pharmacy 0 0 0 0

Licenses Denied

Pharmacist 0 0 0 0

Intern Pharmacist 0 0 0 0

Pharmacy Technician 3 6 12 21

Designated Representative 0 0 0 0

Wholesaler 0 0 0 0

Sterile Compounding 0 0 0 0

Pharmacy 0 0 0 0

Cost Recovery Requested** $199,433.25 $262,273.85 $200,974.00 $662,681.10

Cost Recovery Collected** $177,483.01 $131,945.59 $113,276.33 $422,704.93

* This figure includes Citation Appeals

** This figure includes administrative penalties

Interim Suspension Order 2 0 0 2
Automatic Suspension / 
Based on Conviction 0 3 2 5

Penal Code 23 Restriction 5 0 0 5
Cease & Desist - Sterile 
Compounding 1 1 0 2

Immediate Public Protection Sanctions



Board of Pharmacy Enforcement Statistics
Fiscal Year 2013/2014

Workload Statistics July-Sept Oct-Dec Jan-Mar Apr-June Total 13/14
Probation Statistics

Licenses on Probation

Pharmacist 122 125 123 123

Intern Pharmacist 4 3 2 2

Pharmacy Technician 56 55 52 52

Designated Representative 3 2 3 3

Pharmacy 26 26 27 27

Wholesaler 4 4 4 4

Probation Office Conferences 45 50 44 139

Probation Site Inspections 40 25 20 85

5 9 8 22

Probationers Referred to AG

          for non-compliance 2 4 2 8

As part of probation monitoring, the board requires licensees to appear before the supervising inspector at probation office conferences.   

These conferences are used as 1) an orientation to probation and the specific requirements of probation at the onset,  

 2) to address areas of non-compliance when other efforts such as letters have failed, and 3) when a licensee is scheduled to

 end probation.

As of March 31, 2014.

Successful Completion



Board of Pharmacy July -Sep Oct – Dec Jan-Mar Apr-Jun Total 13/14

PRP Self-Referrals
PRP Board Referrals 1 2 2 5
PRP Under Investigation 4 1 5
PRP In Lieu Of
PRP Intakes 5 2 3 10

New Probationers
Pharmacists 1 4 1 6
Interns 1 1
Technicians 3 7 10

Total PRP Participants 70 66 64 70
Contracts Reviewed 70 61 67 198

Total Probationers 115 114 104 115
Inspections Completed 85 75 64 224

Referrals to Treatment 2 2 2 6
Drug Test Ordered 1264 1237 1095 3596
Drug Tests Conducted 1110 1097 972 3179

Relapsed 1 5 5 11
Major Violation Actions

Cease Practice/Suspension 2 5 5 12
Termination - PRP 2 1 1 4
Referral for Discipline 2 5 7

Successful Completion 3 4 11 18
Termination - Probation None 3 3 6
Voluntary Surrender 4 5 4 13
Surrender as a result of PTR None 1 None 1
Public Risk 2 1 1 4
Non-compliance 12 15 9 36
Other 1 3 1 5

Number of Patients Harmed None

Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 13/14
Alcohol 4 1 3 8
Ambien 2 2
Opiates

Hydrocodone 1 1
Oxycodone
Morphine

Benzodiazepines 1 1
Barbiturates
Marijuana
Heroin
Cocaine 1 1

SB 1441 – Program Statisticsp p p g
Pharmacist Recovery Program (PRP)

Drug of Choice at PRP Intake or Probation

Referrals to Treatment 

Relapsed 

Exit from PRP or Probation



Board of Pharmacy July -Sep Oct – Dec Jan-Mar Apr-Jun Total 13/14

SB 1441 – Program Statisticsp p p g
Pharmacist Recovery Program (PRP)

Methamphetamine
Pharmaceutical Amphetamine
Phentermine 2 2
Methadone
Zolpidem Tartrate
Hydromorphone
Promethazine w/Codeine

Intern Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 13/14
Alcohol
Opiates 1 1

Hydrocodone
Oxycodone 1 1

Benzodiazepines
Barbiturates
Marijuana
Heroin
Cocaine
Methamphetamine
Pharmaceutical Amphetamine
Phentermine
Methadone
Zolpidem Tartrate
Hydromorphone
Promethazine w/Codeine

Pharmacy Technicians July-Sep Oct-Dec Jan-Mar Apr-Jun Total 13/14
Alcohol 2 3 5
Opiates 1 1

Hydrocodone
Oxycodone

Benzodiazepines
Barbiturates
Marijuana 1 1
Heroin
Cocaine
Methamphetamine 1 2 3
Pharmaceutical Amphetamine
Phentermine
Methadone
Zolpidem Tartrate
Hydromorphone
Promethazine w/Codeine

Pharmacist Recovery Program July-Sep Oct-Dec Jan-Mar Apr-Jun Total 13/14
Participant Files Audited



1 Alcohol
2 Opiates
3 Hydrocodone
4 Oxycodone
5 Benzodiazepines
6 Barbiturates
7 Marijuana
8 Heroin
9 Cocaine

10 Methamphetamine
11 Pharmaceutical Amphetamine

Drug Of Choice - Data entered from July 2013 to June 2014
Pharmacist

Intern

Technician

Printed on 4/8/2014
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Strategic Planning:  Enforcement

Related Performance 
Measures

Actual     
Percentage  
Green Light 

Status

Explanation 

75%

99%

n/a

60%

49%

41%

Cases with multiple offenses take 
longer to investigate.  In addition to 
relying on other agencies to provide 

documents as well as staff vacancies. 

1F Issue citations and fines within 30 
days. [CP, CC, EF, QE, RC]

96%
Due to the number of cases to be split 
and issued there was a delay in issuing 

citations.
92%

91%

74%

97%

94%

93%

Under Development

This goal showed a 3% improvement 
over last quarter. 

This goal showed a 5% improvement 
over last quarter. 

75%

97%

94%

93%

94%

75%

Acceptance 
Parameters

93%

75%

74%

90%

76%

Close all Board investigations and 
mediations within 180 days. [CP, CC, EF, QE, RC]

1A

1B

1C

1D

1E

Review all investigations within 30 
days. [CP, CC, EF, QE, RC]

Complete all field investigations 
within 120 days. [CP, CC, EF, QE, RC]

Success Indicators

[CP, CC, EF, QE, RC]Complete all desk investigations 
within 120 days.

Open all complaints within 10 days. [CP, CC, EF, QE, RC]



Strategic Planning:  Enforcement

43%

0%

82%

40%

n/a

9%

0%

1M Perform quarterly status reports for 
all referral cases pending. [CP, QE, RC]

90%
Workload with mail votes and board 

packet preparation did not allow analyst 
to perform this function.

80%

70%

1L Review draft pleadings within 30 
days. [CP, QE, RC]

90%
Due to the high volume of workload this 

objective is not currently being met.88%

87%

1K
Inspect 100 percent of all licensed 
facilities once every three years by 

June 30, 2015.
[CP, QE, RC]

90%
This section is still under development 

however the board conducted 864 
inspections this quarter.

80%

70%

1J Secure pleadings from AG's office 
within 90 days after referral. [CP, QE, RC]

96% The board relies on the deputies from 
the Attorney Generals Office to forward 

pleadings within 90 days.  Staff 
workload has prevented follow ups with 

the AGs Office.

82%

81%

1I Refer all cases to the AG's office 
within 10 days. [CP, QE, RC]

97%
Due to staff absences and the volume 
of cases to be referred, cases were not 

sent over within 10 days or less.
82%

81%

1H
Complete all field investigations for 

cases involving drug abuse within 60 
days.

[CP, HE, QE, RC]

98%
Due to the high volume of workload this 

objective is not currently being met.96%

95%

1G Issue letters of admonishment within 
30 days. [CP, CC, EF, QE, RC]

98%
Due to the number of cases to be split 
and issued there was a delay in issuing 

letters of admonishments.
95%

94%



Strategic Planning:  Enforcement
55%

0%

0%

100%

1N Secure mail votes on all decisions  
within 30 days of receipt. [CP, QE, RC]

97%
Delay in securing votes to and from 

board members.91%

90%

1O Complete petitions to revoke 
probation cases within 30 days. [CP, QE, RC]

98%
High volume of staff workload has 

prevented the analyst to complete these 
cases timely.

95%

94%

1P

Quarterly evaluate 5% of the 
Pharmacist Recovery Program 

(PRP) participants to ensure the 
PRP Contractor is in compliance 

with the contract.

[CP, QE, RC]

98%
Staff manager participating in the BrEZe 

implementation which did not allow 
manager to perform this task.

95%

94%

1Q

Pursue disciplinary action, within 10 
days, on a licensee closed a public 
risk from the Pharmacists Recovery 

Program.

[CP, QE, RC]

98%

95%

94%



1A. Complete all desk investigations within 120 days.
(Recorded as number of cases submitted)

1B. Open all consumer complaints within 10 days.
(Recorded as number of cases opened)
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(Recorded as number of cases submitted)

1C. Review all investigations within 30 days.
(Recorded as number of cases reveiwed)

1D. Complete all field investigations within 120 days.
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(Recorded as number of citations issued)

(Recorded as number of cases closed)

1E. Close all Board investigations and mediations within 180 days.

1F. Issue citations and fines within 30 days.
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1G. Issue letters of admonishiment within 30 days.
(Recorded as number of letters of admonishment issued)

1H. Complete all field investigations for cases involving drug abuse within 60 days.
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(Recorded as number of cases referred)

(Recorded as number of pleadings received)

1J. Secure pleadings from AG's Office within 90 days after referral.

1I. Refer all cases to the AG's Office within 10 days.

0

10

20

30

40

50

60

QTR 3 ‐ FY 12/13
124

QTR 4 ‐ FY 12/13
187

QTR 1 ‐ FY 13/14
111

QTR 2 ‐ FY 13/14
122

QTR 3 ‐ FY 13/14
114

0

50

100

150

200

250

QTR 3 ‐ FY 12/13
54

QTR 4 ‐ FY 12/13
85

QTR 1 ‐ FY 13/14
145

QTR 2 ‐ FY 13/14
116

QTR 3 ‐ FY 13/14
102



1L. Review draft pleadings within 30 days.
(Recorded as number of pleadings filed)

1K. Inspect 100 percent of all licensed facilities once every three years by June 30, 2015.
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(Recorded as number of cases pending over 90 days.

(Recorded as number of decisions received for mail vote)

1N. Secure mail votes on all decisions within 30 days of receipt.

1M. Perform quarterly status reports for all referral cases pending.

0

10

20

30

40

50

60

70

80

90

100

110

120

QTR 3 ‐ FY 12/13
557

QTR 4 ‐ FY 12/13
379

QTR 1 ‐ FY 13/14
452

QTR 2 ‐ FY 13/14
586

QTR 3 ‐ FY 13/14
512

0

10

20

30

40

50

60

70

80

90

100

QTR 3 ‐ FY 12/13
51

QTR 4 ‐ FY 12/13
50

QTR 1 ‐ FY 13/14
57

QTR 2 ‐ FY 13/14
90

QTR 3 ‐ FY 13/14
95



(Recorded as number of cases submitted)

1P. Quarterly evaluate 5% of the Pharmacist Recovery Program (PRP) participants to ensure the PRP Contractor is 

in compliance with the contract.

1O. Complete petitions to revoke probation within 30 days.

(Recorded as number of participants in the PRP.)
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1Q. Pursue disciplinary action, within 10 days, on a licensee closed a public risk from the Pharmacists Recovery 

Program.
(Recorded as number of participants closed a public risk)
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Calendar No. 236 
113TH CONGRESS 

1ST SESSION H. R. 3204 

IN THE SENATE OF THE UNITED STATES 

SEPTEMBER 30, 2013 
Received 

NOVEMBER 4, 2013 
Read the first time 

NOVEMBER 5, 2013 
Read the second time and placed on the calendar 

AN ACT 
To amend the Federal Food, Drug, and Cosmetic Act with 

respect to human drug compounding and drug supply 
chain security, and for other purposes. 

Be it enacted by the Senate and House of Representa-1

tives of the United States of America in Congress assembled, 2

SECTION 1. SHORT TITLE. 3

This Act may be cited as the ‘‘Drug Quality and Se-4

curity Act’’. 5
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SEC. 2. REFERENCES IN ACT; TABLE OF CONTENTS. 1

(a) REFERENCES IN ACT.—Except as otherwise spec-2

ified, amendments made by this Act to a section or other 3

provision of law are amendments to such section or other 4

provision of the Federal Food, Drug, and Cosmetic Act 5

(21 U.S.C. 301 et seq.). 6

(b) TABLE OF CONTENTS.—The table of contents of 7

this Act is as follows: 8

Sec. 1. Short title. 
Sec. 2. References in Act; table of contents. 

TITLE I—DRUG COMPOUNDING 

Sec. 101. Short title. 
Sec. 102. Voluntary outsourcing facilities. 
Sec. 103. Penalties. 
Sec. 104. Regulations. 
Sec. 105. Enhanced communication. 
Sec. 106. Severability. 
Sec. 107. GAO study. 

TITLE II—DRUG SUPPLY CHAIN SECURITY 

Sec. 201. Short title. 
Sec. 202. Pharmaceutical distribution supply chain. 
Sec. 203. Enhanced drug distribution security. 
Sec. 204. National standards for prescription drug wholesale distributors. 
Sec. 205. National standards for third-party logistics providers; uniform na-

tional policy. 
Sec. 206. Penalties. 
Sec. 207. Conforming amendment. 
Sec. 208. Savings clause. 

TITLE I—DRUG COMPOUNDING 9

SEC. 101. SHORT TITLE. 10

This Act may be cited as the ‘‘Compounding Quality 11

Act’’. 12

SEC. 102. VOLUNTARY OUTSOURCING FACILITIES. 13

(a) IN GENERAL.—Subchapter A of chapter V (21 14

U.S.C. 351 et seq.) is amended— 15
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(1) by redesignating section 503B as section 1

503C; and 2

(2) by inserting after section 503A the fol-3

lowing new section: 4

‘‘SEC. 503B. OUTSOURCING FACILITIES. 5

‘‘(a) IN GENERAL.—Sections 502(f)(1), 505, and 582 6

shall not apply to a drug compounded by or under the 7

direct supervision of a licensed pharmacist in a facility 8

that elects to register as an outsourcing facility if each 9

of the following conditions is met: 10

‘‘(1) REGISTRATION AND REPORTING.—The 11

drug is compounded in an outsourcing facility that 12

is in compliance with the requirements of subsection 13

(b). 14

‘‘(2) BULK DRUG SUBSTANCES.—The drug is 15

compounded in an outsourcing facility that does not 16

compound using bulk drug substances (as defined in 17

section 207.3(a)(4) of title 21, Code of Federal Reg-18

ulations (or any successor regulation)), unless— 19

‘‘(A)(i) the bulk drug substance appears on 20

a list established by the Secretary identifying 21

bulk drug substances for which there is a clin-22

ical need, by— 23

‘‘(I) publishing a notice in the Federal 24

Register proposing bulk drug substances to 25
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be included on the list, including the ra-1

tionale for such proposal; 2

‘‘(II) providing a period of not less 3

than 60 calendar days for comment on the 4

notice; and 5

‘‘(III) publishing a notice in the Fed-6

eral Register designating bulk drug sub-7

stances for inclusion on the list; or 8

‘‘(ii) the drug compounded from such bulk 9

drug substance appears on the drug shortage 10

list in effect under section 506E at the time of 11

compounding, distribution, and dispensing; 12

‘‘(B) if an applicable monograph exists 13

under the United States Pharmacopeia, the Na-14

tional Formulary, or another compendium or 15

pharmacopeia recognized by the Secretary for 16

purposes of this paragraph, the bulk drug sub-17

stances each comply with the monograph; 18

‘‘(C) the bulk drug substances are each 19

manufactured by an establishment that is reg-20

istered under section 510 (including a foreign 21

establishment that is registered under section 22

510(i)); and 23

‘‘(D) the bulk drug substances are each ac-24

companied by a valid certificate of analysis. 25
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‘‘(3) INGREDIENTS (OTHER THAN BULK DRUG 1

SUBSTANCES).—If any ingredients (other than bulk 2

drug substances) are used in compounding the drug, 3

such ingredients comply with the standards of the 4

applicable United States Pharmacopeia or National 5

Formulary monograph, if such monograph exists, or 6

of another compendium or pharmacopeia recognized 7

by the Secretary for purposes of this paragraph if 8

any. 9

‘‘(4) DRUGS WITHDRAWN OR REMOVED BE-10

CAUSE UNSAFE OR NOT EFFECTIVE.—The drug does 11

not appear on a list published by the Secretary of 12

drugs that have been withdrawn or removed from 13

the market because such drugs or components of 14

such drugs have been found to be unsafe or not ef-15

fective. 16

‘‘(5) ESSENTIALLY A COPY OF AN APPROVED 17

DRUG.—The drug is not essentially a copy of one or 18

more approved drugs. 19

‘‘(6) DRUGS PRESENTING DEMONSTRABLE DIF-20

FICULTIES FOR COMPOUNDING.—The drug— 21

‘‘(A) is not identified (directly or as part 22

of a category of drugs) on a list published by 23

the Secretary, through the process described in 24

subsection (c), of drugs or categories of drugs 25
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that present demonstrable difficulties for 1

compounding that are reasonably likely to lead 2

to an adverse effect on the safety or effective-3

ness of the drug or category of drugs, taking 4

into account the risks and benefits to patients; 5

or 6

‘‘(B) is compounded in accordance with all 7

applicable conditions identified on the list de-8

scribed in subparagraph (A) as conditions that 9

are necessary to prevent the drug or category of 10

drugs from presenting the demonstrable dif-11

ficulties described in subparagraph (A). 12

‘‘(7) ELEMENTS TO ASSURE SAFE USE.—In the 13

case of a drug that is compounded from a drug that 14

is the subject of a risk evaluation and mitigation 15

strategy approved with elements to assure safe use 16

pursuant to section 505–1, or from a bulk drug sub-17

stance that is a component of such drug, the out-18

sourcing facility demonstrates to the Secretary prior 19

to beginning compounding that such facility will uti-20

lize controls comparable to the controls applicable 21

under the relevant risk evaluation and mitigation 22

strategy. 23

‘‘(8) PROHIBITION ON WHOLESALING.—The 24

drug will not be sold or transferred by an entity 25
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other than the outsourcing facility that compounded 1

such drug. This paragraph does not prohibit admin-2

istration of a drug in a health care setting or dis-3

pensing a drug pursuant to a prescription executed 4

in accordance with section 503(b)(1). 5

‘‘(9) FEES.—The drug is compounded in an 6

outsourcing facility that has paid all fees owed by 7

such facility pursuant to section 744K. 8

‘‘(10) LABELING OF DRUGS.— 9

‘‘(A) LABEL.—The label of the drug in-10

cludes— 11

‘‘(i) the statement ‘This is a com-12

pounded drug.’ or a reasonable comparable 13

alternative statement (as specified by the 14

Secretary) that prominently identifies the 15

drug as a compounded drug; 16

‘‘(ii) the name, address, and phone 17

number of the applicable outsourcing facil-18

ity; and 19

‘‘(iii) with respect to the drug— 20

‘‘(I) the lot or batch number; 21

‘‘(II) the established name of the 22

drug; 23

‘‘(III) the dosage form and 24

strength; 25
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‘‘(IV) the statement of quantity 1

or volume, as appropriate; 2

‘‘(V) the date that the drug was 3

compounded; 4

‘‘(VI) the expiration date; 5

‘‘(VII) storage and handling in-6

structions; 7

‘‘(VIII) the National Drug Code 8

number, if available; 9

‘‘(IX) the statement ‘Not for re-10

sale’, and, if the drug is dispensed or 11

distributed other than pursuant to a 12

prescription for an individual identi-13

fied patient, the statement ‘Office Use 14

Only’; and 15

‘‘(X) subject to subparagraph 16

(B)(i), a list of active and inactive in-17

gredients, identified by established 18

name and the quantity or proportion 19

of each ingredient. 20

‘‘(B) CONTAINER.—The container from 21

which the individual units of the drug are re-22

moved for dispensing or for administration 23

(such as a plastic bag containing individual 24

product syringes) shall include— 25
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‘‘(i) the information described under 1

subparagraph (A)(iii)(X), if there is not 2

space on the label for such information; 3

‘‘(ii) the following information to fa-4

cilitate adverse event reporting: 5

www.fda.gov/medwatch and 1–800–FDA– 6

1088 (or any successor Internet Web site 7

or phone number); and 8

‘‘(iii) directions for use, including, as 9

appropriate, dosage and administration. 10

‘‘(C) ADDITIONAL INFORMATION.—The 11

label and labeling of the drug shall include any 12

other information as determined necessary and 13

specified in regulations promulgated by the Sec-14

retary. 15

‘‘(11) OUTSOURCING FACILITY REQUIRE-16

MENT.—The drug is compounded in an outsourcing 17

facility in which the compounding of drugs occurs 18

only in accordance with this section. 19

‘‘(b) REGISTRATION OF OUTSOURCING FACILITIES 20

AND REPORTING OF DRUGS.— 21

‘‘(1) REGISTRATION OF OUTSOURCING FACILI-22

TIES.— 23

‘‘(A) ANNUAL REGISTRATION.—Upon 24

electing and in order to become an outsourcing 25
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facility, and during the period beginning on Oc-1

tober 1 and ending on December 31 of each 2

year thereafter, a facility— 3

‘‘(i) shall register with the Secretary 4

its name, place of business, and unique fa-5

cility identifier (which shall conform to the 6

requirements for the unique facility identi-7

fier established under section 510), and a 8

point of contact email address; and 9

‘‘(ii) shall indicate whether the out-10

sourcing facility intends to compound a 11

drug that appears on the list in effect 12

under section 506E during the subsequent 13

calendar year. 14

‘‘(B) AVAILABILITY OF REGISTRATION FOR 15

INSPECTION; LIST.— 16

‘‘(i) REGISTRATIONS.—The Secretary 17

shall make available for inspection, to any 18

person so requesting, any registration filed 19

pursuant to this paragraph. 20

‘‘(ii) LIST.—The Secretary shall make 21

available on the public Internet Web site of 22

the Food and Drug Administration a list 23

of the name of each facility registered 24

under this subsection as an outsourcing fa-25
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cility, the State in which each such facility 1

is located, whether the facility compounds 2

from bulk drug substances, and whether 3

any such compounding from bulk drug 4

substances is for sterile or nonsterile 5

drugs. 6

‘‘(2) DRUG REPORTING BY OUTSOURCING FA-7

CILITIES.— 8

‘‘(A) IN GENERAL.—Upon initially reg-9

istering as an outsourcing facility, once during 10

the month of June of each year, and once dur-11

ing the month of December of each year, each 12

outsourcing facility that registers with the Sec-13

retary under paragraph (1) shall submit to the 14

Secretary a report— 15

‘‘(i) identifying the drugs compounded 16

by such outsourcing facility during the pre-17

vious 6-month period; and 18

‘‘(ii) with respect to each drug identi-19

fied under clause (i), providing the active 20

ingredient, the source of such active ingre-21

dient, the National Drug Code number of 22

the source drug or bulk active ingredient, 23

if available, the strength of the active in-24

gredient per unit, the dosage form and 25
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route of administration, the package de-1

scription, the number of individual units 2

produced, and the National Drug Code 3

number of the final product, if assigned. 4

‘‘(B) FORM.—Each report under subpara-5

graph (A) shall be prepared in such form and 6

manner as the Secretary may prescribe by regu-7

lation or guidance. 8

‘‘(C) CONFIDENTIALITY.—Reports sub-9

mitted under this paragraph shall be exempt 10

from inspection under paragraph (1)(B)(i), un-11

less the Secretary finds that such an exemption 12

would be inconsistent with the protection of the 13

public health. 14

‘‘(3) ELECTRONIC REGISTRATION AND REPORT-15

ING.—Registrations and drug reporting under this 16

subsection (including the submission of updated in-17

formation) shall be submitted to the Secretary by 18

electronic means unless the Secretary grants a re-19

quest for waiver of such requirement because use of 20

electronic means is not reasonable for the person re-21

questing waiver. 22

‘‘(4) RISK-BASED INSPECTION FREQUENCY.— 23

‘‘(A) IN GENERAL.—Outsourcing facili-24

ties— 25
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‘‘(i) shall be subject to inspection pur-1

suant to section 704; and 2

‘‘(ii) shall not be eligible for the ex-3

emption under section 704(a)(2)(A). 4

‘‘(B) RISK-BASED SCHEDULE.—The Sec-5

retary, acting through one or more officers or 6

employees duly designated by the Secretary, 7

shall inspect outsourcing facilities in accordance 8

with a risk-based schedule established by the 9

Secretary. 10

‘‘(C) RISK FACTORS.—In establishing the 11

risk-based schedule, the Secretary shall inspect 12

outsourcing facilities according to the known 13

safety risks of such outsourcing facilities, which 14

shall be based on the following factors: 15

‘‘(i) The compliance history of the 16

outsourcing facility. 17

‘‘(ii) The record, history, and nature 18

of recalls linked to the outsourcing facility. 19

‘‘(iii) The inherent risk of the drugs 20

compounded at the outsourcing facility. 21

‘‘(iv) The inspection frequency and 22

history of the outsourcing facility, includ-23

ing whether the outsourcing facility has 24

VerDate Mar 15 2010 22:15 Nov 05, 2013 Jkt 039200 PO 00000 Frm 00013 Fmt 6652 Sfmt 6201 E:\BILLS\H3204.PCS H3204m
st

oc
ks

til
l o

n 
D

S
K

4V
P

T
V

N
1P

R
O

D
 w

ith
 B

IL
LS



14 

HR 3204 PCS 

been inspected pursuant to section 704 1

within the last 4 years. 2

‘‘(v) Whether the outsourcing facility 3

has registered under this paragraph as an 4

entity that intends to compound a drug 5

that appears on the list in effect under sec-6

tion 506E. 7

‘‘(vi) Any other criteria deemed nec-8

essary and appropriate by the Secretary 9

for purposes of allocating inspection re-10

sources. 11

‘‘(5) ADVERSE EVENT REPORTING.—Outsourc-12

ing facilities shall submit adverse event reports to 13

the Secretary in accordance with the content and 14

format requirements established through guidance or 15

regulation under section 310.305 of title 21, Code of 16

Federal Regulations (or any successor regulations). 17

‘‘(c) REGULATIONS.— 18

‘‘(1) IN GENERAL.—The Secretary shall imple-19

ment the list described in subsection (a)(6) through 20

regulations. 21

‘‘(2) ADVISORY COMMITTEE ON 22

COMPOUNDING.—Before issuing regulations to im-23

plement subsection (a)(6), the Secretary shall con-24

vene and consult an advisory committee on 25
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compounding. The advisory committee shall include 1

representatives from the National Association of 2

Boards of Pharmacy, the United States Pharma-3

copeia, pharmacists with current experience and ex-4

pertise in compounding, physicians with background 5

and knowledge in compounding, and patient and 6

public health advocacy organizations. 7

‘‘(3) INTERIM LIST.— 8

‘‘(A) IN GENERAL.—Before the effective 9

date of the regulations finalized to implement 10

subsection (a)(6), the Secretary may designate 11

drugs, categories of drugs, or conditions as de-12

scribed such subsection by— 13

‘‘(i) publishing a notice of such sub-14

stances, drugs, categories of drugs, or con-15

ditions proposed for designation, including 16

the rationale for such designation, in the 17

Federal Register; 18

‘‘(ii) providing a period of not less 19

than 60 calendar days for comment on the 20

notice; and 21

‘‘(iii) publishing a notice in the Fed-22

eral Register designating such drugs, cat-23

egories of drugs, or conditions. 24
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‘‘(B) SUNSET OF NOTICE.—Any notice 1

provided under subparagraph (A) shall not be 2

effective after the earlier of— 3

‘‘(i) the date that is 5 years after the 4

date of enactment of the Compounding 5

Quality Act; or 6

‘‘(ii) the effective date of the final reg-7

ulations issued to implement subsection 8

(a)(6). 9

‘‘(4) UPDATES.—The Secretary shall review, 10

and update as necessary, the regulations containing 11

the lists of drugs, categories of drugs, or conditions 12

described in subsection (a)(6) regularly, but not less 13

than once every 4 years. Nothing in the previous 14

sentence prohibits submissions to the Secretary, be-15

fore or during any 4-year period described in such 16

sentence, requesting updates to such lists. 17

‘‘(d) DEFINITIONS.—In this section: 18

‘‘(1) The term ‘compounding’ includes the com-19

bining, admixing, mixing, diluting, pooling, reconsti-20

tuting, or otherwise altering of a drug or bulk drug 21

substance to create a drug. 22

‘‘(2) The term ‘essentially a copy of an ap-23

proved drug’ means— 24
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‘‘(A) a drug that is identical or nearly 1

identical to an approved drug, or a marketed 2

drug not subject to section 503(b) and not sub-3

ject to approval in an application submitted 4

under section 505, unless, in the case of an ap-5

proved drug, the drug appears on the drug 6

shortage list in effect under section 506E at the 7

time of compounding, distribution, and dis-8

pensing; or 9

‘‘(B) a drug, a component of which is a 10

bulk drug substance that is a component of an 11

approved drug or a marketed drug that is not 12

subject to section 503(b) and not subject to ap-13

proval in an application submitted under sec-14

tion 505, unless there is a change that produces 15

for an individual patient a clinical difference, as 16

determined by the prescribing practitioner, be-17

tween the compounded drug and the com-18

parable approved drug. 19

‘‘(3) The term ‘approved drug’ means a drug 20

that is approved under section 505 and does not ap-21

pear on the list described in subsection (a)(4) of 22

drugs that have been withdrawn or removed from 23

the market because such drugs or components of 24
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such drugs have been found to be unsafe or not ef-1

fective. 2

‘‘(4)(A) The term ‘outsourcing facility’ means a 3

facility at one geographic location or address that— 4

‘‘(i) is engaged in the compounding of ster-5

ile drugs; 6

‘‘(ii) has elected to register as an outsourc-7

ing facility; and 8

‘‘(iii) complies with all of the requirements 9

of this section. 10

‘‘(B) An outsourcing facility is not required to 11

be a licensed pharmacy. 12

‘‘(C) An outsourcing facility may or may not 13

obtain prescriptions for identified individual pa-14

tients. 15

‘‘(5) The term ‘sterile drug’ means a drug that 16

is intended for parenteral administration, an oph-17

thalmic or oral inhalation drug in aqueous format, 18

or a drug that is required to be sterile under Federal 19

or State law.’’. 20

‘‘(d) OBLIGATION TO PAY FEES.—Payment of the fee 21

under section 744K, as described in subsection (a)(9), 22

shall not relieve an outsourcing facility that is licensed as 23

a pharmacy in any State that requires pharmacy licensing 24

fees of its obligation to pay such State fees.’’. 25
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(b) FEES.—Subchapter C of chapter VII (21 U.S.C. 1

379f et seq.) is amended by adding at the end the fol-2

lowing: 3

‘‘PART 9—FEES RELATING TO OUTSOURCING 4

FACILITIES 5

‘‘SEC. 744J. DEFINITIONS. 6

‘‘In this part: 7

‘‘(1) The term ‘affiliate’ has the meaning given 8

such term in section 735(11). 9

‘‘(2) The term ‘gross annual sales’ means the 10

total worldwide gross annual sales, in United States 11

dollars, for an outsourcing facility, including the 12

sales of all the affiliates of the outsourcing facility. 13

‘‘(3) The term ‘outsourcing facility’ has the 14

meaning given to such term in section 503B(d)(4). 15

‘‘(4) The term ‘reinspection’ means, with re-16

spect to an outsourcing facility, 1 or more inspec-17

tions conducted under section 704 subsequent to an 18

inspection conducted under such provision which 19

identified noncompliance materially related to an ap-20

plicable requirement of this Act, specifically to deter-21

mine whether compliance has been achieved to the 22

Secretary’s satisfaction. 23
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‘‘SEC. 744K. AUTHORITY TO ASSESS AND USE OUTSOURC-1

ING FACILITY FEES. 2

‘‘(a) ESTABLISHMENT AND REINSPECTION FEES.— 3

‘‘(1) IN GENERAL.—For fiscal year 2015 and 4

each subsequent fiscal year, the Secretary shall, in 5

accordance with this subsection, assess and collect— 6

‘‘(A) an annual establishment fee from 7

each outsourcing facility; and 8

‘‘(B) a reinspection fee from each out-9

sourcing facility subject to a reinspection in 10

such fiscal year. 11

‘‘(2) MULTIPLE REINSPECTIONS.—An outsourc-12

ing facility subject to multiple reinspections in a fis-13

cal year shall be subject to a reinspection fee for 14

each reinspection. 15

‘‘(b) ESTABLISHMENT AND REINSPECTION FEE SET-16

TING.—The Secretary shall— 17

‘‘(1) establish the amount of the establishment 18

fee and reinspection fee to be collected under this 19

section for each fiscal year based on the method-20

ology described in subsection (c); and 21

‘‘(2) publish such fee amounts in a Federal 22

Register notice not later than 60 calendar days be-23

fore the start of each such year. 24

‘‘(c) AMOUNT OF ESTABLISHMENT FEE AND REIN-25

SPECTION FEE.— 26
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‘‘(1) IN GENERAL.—For each outsourcing facil-1

ity in a fiscal year— 2

‘‘(A) except as provided in paragraph (4), 3

the amount of the annual establishment fee 4

under subsection (b) shall be equal to the sum 5

of— 6

‘‘(i) $15,000, multiplied by the infla-7

tion adjustment factor described in para-8

graph (2); plus 9

‘‘(ii) the small business adjustment 10

factor described in paragraph (3); and 11

‘‘(B) the amount of any reinspection fee (if 12

applicable) under subsection (b) shall be equal 13

to $15,000, multiplied by the inflation adjust-14

ment factor described in paragraph (2). 15

‘‘(2) INFLATION ADJUSTMENT FACTOR.— 16

‘‘(A) IN GENERAL.—For fiscal year 2015 17

and subsequent fiscal years, the fee amounts es-18

tablished in paragraph (1) shall be adjusted by 19

the Secretary by notice, published in the Fed-20

eral Register, for a fiscal year by the amount 21

equal to the sum of— 22

‘‘(i) 1; 23

‘‘(ii) the average annual percent 24

change in the cost, per full-time equivalent 25
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position of the Food and Drug Administra-1

tion, of all personnel compensation and 2

benefits paid with respect to such positions 3

for the first 3 years of the preceding 4 fis-4

cal years, multiplied by the proportion of 5

personnel compensation and benefits costs 6

to total costs of an average full-time equiv-7

alent position of the Food and Drug Ad-8

ministration for the first 3 years of the 9

preceding 4 fiscal years; plus 10

‘‘(iii) the average annual percent 11

change that occurred in the Consumer 12

Price Index for urban consumers (U.S. 13

City Average; Not Seasonally Adjusted; All 14

items; Annual Index) for the first 3 years 15

of the preceding 4 years of available data 16

multiplied by the proportion of all costs 17

other than personnel compensation and 18

benefits costs to total costs of an average 19

full-time equivalent position of the Food 20

and Drug Administration for the first 3 21

years of the preceding 4 fiscal years. 22

‘‘(B) COMPOUNDED BASIS.—The adjust-23

ment made each fiscal year under subparagraph 24

(A) shall be added on a compounded basis to 25
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the sum of all adjustments made each fiscal 1

year after fiscal year 2014 under subparagraph 2

(A). 3

‘‘(3) SMALL BUSINESS ADJUSTMENT FACTOR.— 4

The small business adjustment factor described in 5

this paragraph shall be an amount established by 6

the Secretary for each fiscal year based on the Sec-7

retary’s estimate of— 8

‘‘(A) the number of small businesses that 9

will pay a reduced establishment fee for such 10

fiscal year; and 11

‘‘(B) the adjustment to the establishment 12

fee necessary to achieve total fees equaling the 13

total fees that the Secretary would have col-14

lected if no entity qualified for the small busi-15

ness exception in paragraph (4). 16

‘‘(4) EXCEPTION FOR SMALL BUSINESSES.— 17

‘‘(A) IN GENERAL.—In the case of an out-18

sourcing facility with gross annual sales of 19

$1,000,000 or less in the 12 months ending 20

April 1 of the fiscal year immediately preceding 21

the fiscal year in which the fees under this sec-22

tion are assessed, the amount of the establish-23

ment fee under subsection (b) for a fiscal year 24
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shall be equal to \1/3\ of the amount calculated 1

under paragraph (1)(A)(i) for such fiscal year. 2

‘‘(B) APPLICATION.—To qualify for the ex-3

ception under this paragraph, a small business 4

shall submit to the Secretary a written request 5

for such exception, in a format specified by the 6

Secretary in guidance, certifying its gross an-7

nual sales for the 12 months ending April 1 of 8

the fiscal year immediately preceding the fiscal 9

year in which fees under this subsection are as-10

sessed. Any such application shall be submitted 11

to the Secretary not later than April 30 of such 12

immediately preceding fiscal year. 13

‘‘(5) CREDITING OF FEES.—In establishing the 14

small business adjustment factor under paragraph 15

(3) for a fiscal year, the Secretary shall— 16

‘‘(A) provide for the crediting of fees from 17

the previous year to the next year if the Sec-18

retary overestimated the amount of the small 19

business adjustment factor for such previous 20

fiscal year; and 21

‘‘(B) consider the need to account for any 22

adjustment of fees and such other factors as 23

the Secretary determines appropriate. 24
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‘‘(d) USE OF FEES.—The Secretary shall make all 1

of the fees collected pursuant to subparagraphs (A) and 2

(B) of subsection (a)(1) available solely to pay for the 3

costs of oversight of outsourcing facilities. 4

‘‘(e) SUPPLEMENT NOT SUPPLANT.—Funds received 5

by the Secretary pursuant to this section shall be used 6

to supplement and not supplant any other Federal funds 7

available to carry out the activities described in this sec-8

tion. 9

‘‘(f) CREDITING AND AVAILABILITY OF FEES.—Fees 10

authorized under this section shall be collected and avail-11

able for obligation only to the extent and in the amount 12

provided in advance in appropriations Acts. Such fees are 13

authorized to remain available until expended. Such sums 14

as may be necessary may be transferred from the Food 15

and Drug Administration salaries and expenses appropria-16

tion account without fiscal year limitation to such appro-17

priation account for salaries and expenses with such fiscal 18

year limitation. The sums transferred shall be available 19

solely for the purpose of paying the costs of oversight of 20

outsourcing facilities. 21

‘‘(g) COLLECTION OF FEES.— 22

‘‘(1) ESTABLISHMENT FEE.—An outsourcing 23

facility shall remit the establishment fee due under 24

this section in a fiscal year when submitting a reg-25
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istration pursuant to section 503B(b) for such fiscal 1

year. 2

‘‘(2) REINSPECTION FEE.—The Secretary shall 3

specify in the Federal Register notice described in 4

subsection (b)(2) the manner in which reinspection 5

fees assessed under this section shall be collected 6

and the timeline for payment of such fees. Such a 7

fee shall be collected after the Secretary has con-8

ducted a reinspection of the outsourcing facility in-9

volved. 10

‘‘(3) EFFECT OF FAILURE TO PAY FEES.— 11

‘‘(A) REGISTRATION.—An outsourcing fa-12

cility shall not be considered registered under 13

section 503B(b) in a fiscal year until the date 14

that the outsourcing facility remits the estab-15

lishment fee under this subsection for such fis-16

cal year. 17

‘‘(B) MISBRANDING.—All drugs manufac-18

tured, prepared, propagated, compounded, or 19

processed by an outsourcing facility for which 20

any establishment fee or reinspection fee has 21

not been paid, as required by this section, shall 22

be deemed misbranded under section 502 until 23

the fees owed for such outsourcing facility 24

under this section have been paid. 25
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‘‘(4) COLLECTION OF UNPAID FEES.—In any 1

case where the Secretary does not receive payment 2

of a fee assessed under this section within 30 cal-3

endar days after it is due, such fee shall be treated 4

as a claim of the United States Government subject 5

to provisions of subchapter II of chapter 37 of title 6

31, United States Code. 7

‘‘(h) ANNUAL REPORT TO CONGRESS.—Not later 8

than 120 calendar days after each fiscal year in which fees 9

are assessed and collected under this section, the Sec-10

retary shall submit a report to the Committee on Health, 11

Education, Labor, and Pensions of the Senate and the 12

Committee on Energy and Commerce of the House of 13

Representatives, to include a description of fees assessed 14

and collected for such year, a summary description of enti-15

ties paying the fees, a description of the hiring and place-16

ment of new staff, a description of the use of fee resources 17

to support inspecting outsourcing facilities, and the num-18

ber of inspections and reinspections of such facilities per-19

formed each year. 20

‘‘(i) AUTHORIZATION OF APPROPRIATIONS.—For fis-21

cal year 2014 and each subsequent fiscal year, there is 22

authorized to be appropriated for fees under this section 23

an amount equivalent to the total amount of fees assessed 24

for such fiscal year under this section.’’. 25
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SEC. 103. PENALTIES. 1

(a) PROHIBITED ACTS.—Section 301 (21 U.S.C. 2

331) is amended by adding at the end the following: 3

‘‘(ccc)(1) The resale of a compounded drug that is 4

labeled ‘not for resale’ in accordance with section 503B. 5

‘‘(2) With respect to a drug to be compounded pursu-6

ant to section 503A or 503B, the intentional falsification 7

of a prescription, as applicable. 8

‘‘(3) The failure to report drugs or adverse events 9

by an entity that is registered in accordance with sub-10

section (b) of section 503B.’’. 11

(b) MISBRANDED DRUGS.—Section 502 (21 U.S.C. 12

352) is amended by adding at the end the following: 13

‘‘(bb) If the advertising or promotion of a com-14

pounded drug is false or misleading in any particular.’’. 15

SEC. 104. REGULATIONS. 16

In promulgating any regulations to implement this 17

title (and the amendments made by this title), the Sec-18

retary of Health and Human Services shall— 19

(1) issue a notice of proposed rulemaking that 20

includes the proposed regulation; 21

(2) provide a period of not less than 60 cal-22

endar days for comments on the proposed regula-23

tion; and 24

(3) publish the final regulation not more than 25

18 months following publication of the proposed rule 26
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and not less than 30 calendar days before the effec-1

tive date of such final regulation. 2

SEC. 105. ENHANCED COMMUNICATION. 3

(a) SUBMISSIONS FROM STATE BOARDS OF PHAR-4

MACY.—In a manner specified by the Secretary of Health 5

and Human Services (referred to in this section as the 6

‘‘Secretary’’), the Secretary shall receive submissions from 7

State boards of pharmacy— 8

(1) describing actions taken against 9

compounding pharmacies, as described in subsection 10

(b); or 11

(2) expressing concerns that a compounding 12

pharmacy may be acting contrary to section 503A of 13

the Federal Food, Drug, and Cosmetic Act (21 14

U.S.C. 353a). 15

(b) CONTENT OF SUBMISSIONS FROM STATE 16

BOARDS OF PHARMACY.—An action referred to in sub-17

section (a)(1) is, with respect to a pharmacy that com-18

pounds drugs, any of the following: 19

(1) The issuance of a warning letter, or the im-20

position of sanctions or penalties, by a State for vio-21

lations of a State’s pharmacy regulations pertaining 22

to compounding. 23

(2) The suspension or revocation of a State- 24

issued pharmacy license or registration for violations 25
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of a State’s pharmacy regulations pertaining to 1

compounding. 2

(3) The recall of a compounded drug due to 3

concerns relating to the quality or purity of such 4

drug. 5

(c) CONSULTATION.—The Secretary shall implement 6

subsection (a) in consultation with the National Associa-7

tion of Boards of Pharmacy. 8

(d) NOTIFYING STATE BOARDS OF PHARMACY.—The 9

Secretary shall immediately notify State boards of phar-10

macy when— 11

(1) the Secretary receives a submission under 12

subsection (a)(1); or 13

(2) the Secretary makes a determination that a 14

pharmacy is acting contrary to section 503A of the 15

Federal Food, Drug, and Cosmetic Act. 16

SEC. 106. SEVERABILITY. 17

(a) IN GENERAL.—Section 503A (21 U.S.C. 353a) 18

is amended — 19

(1) in subsection (a), in the matter preceding 20

paragraph (1), by striking ‘‘unsolicited’’; 21

(2) by striking subsection (c); 22

(3) by redesignating subsections (d) through (f) 23

as subsections (c) through (e), respectively; and 24
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(4) in subsection (b)(1)(A)(i)(III), by striking 1

‘‘subsection (d)’’ and inserting ‘‘subsection (c)’’. 2

(b) SEVERABILITY.—If any provision of this Act (in-3

cluding the amendments made by this Act) is declared un-4

constitutional, or the applicability of this Act (including 5

the amendments made by this Act) to any person or cir-6

cumstance is held invalid, the constitutionality of the re-7

mainder of this Act (including the amendments made by 8

this Act) and the applicability thereof to other persons and 9

circumstances shall not be affected. 10

SEC. 107. GAO STUDY. 11

(a) STUDY.—Not later than 36 months after the date 12

of the enactment of this Act, the Comptroller General of 13

the United States shall submit to Congress a report on 14

pharmacy compounding and the adequacy of State and 15

Federal efforts to assure the safety of compounded drugs. 16

(b) CONTENTS.—The report required under this sec-17

tion shall include— 18

(1) a review of pharmacy compounding in each 19

State, and the settings in which such compounding 20

occurs; 21

(2) a review of the State laws and policies gov-22

erning pharmacy compounding, including enforce-23

ment of State laws and policies; 24
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(3) an assessment of the available tools to per-1

mit purchasers of compounded drugs to determine 2

the safety and quality of such drugs; 3

(4) an evaluation of the effectiveness of the 4

communication among States and between States 5

and the Food and Drug Administration regarding 6

compounding; and 7

(5) an evaluation of the Food and Drug Admin-8

istration’s implementation of sections 503A and 9

503B of the Federal Food, Drug, and Cosmetic Act. 10

TITLE II—DRUG SUPPLY CHAIN 11

SECURITY 12

SEC. 201. SHORT TITLE. 13

This title may be cited as the ‘‘Drug Supply Chain 14

Security Act’’. 15

SEC. 202. PHARMACEUTICAL DISTRIBUTION SUPPLY 16

CHAIN. 17

Chapter V (21 U.S.C. 351 et seq.) is amended by 18

adding at the end the following: 19

‘‘Subchapter H—Pharmaceutical Distribution 20

Supply Chain 21

‘‘SEC. 581. DEFINITIONS. 22

‘‘In this subchapter: 23
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Attachment 12 



California State Board of Pharmacy  BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 
1625 N. Market Blvd, 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 
 

 

 

 
STATE BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
ENFORCEMENT AND COMPOUNDING COMMITTEE PUBLIC MEETING 

MINUTES 
 
 

DATE:    March 27, 2014 
 
LOCATION:   DCA Headquarters Building Two 

 1747 N. Market Boulevard, Room 186 
    Sacramento, CA 95834 
 
COMMITTEE MEMBERS 
PRESENT:   Amy Gutierrez, PharmD, Chair  

Rosalyn Hackworth, Public Member  
Allan Schaad, RPh 

    Victor Law, PharmD 
 
COMMITTEE MEMBERS 
NOT PRESENT:  Greg Lippe, Public Member 
 
STAFF     Virginia Herold, Executive Officer 
PRESENT:   Anne Sodergren, Assistant Executive Officer 

Robert Ratcliff, PharmD, Supervising Inspector 
    Michael Santiago, DCA Staff Counsel 

Susan Cappello, Enforcement Manager 
    Debbie Damoth, Administration Manager 
    Laura Hendricks, Administrative Analyst 
 
______________________________________________________________________ 
 
The meeting was called to at 9:32 a.m.  Dr. Gutierrez, Chair of the Committee, welcomed those 
in attendance.  Roll call of the board members present was taken and a quorum of the 
committee was established. 

 
I. PUBLIC COMMENT FOR ITEMS NOT ON THE AGENDA/AGENDA ITEMS FOR FUTURE 

MEETINGS 
 

Steve Gray, representing Kaiser Permanente, requested discussion surrounding the timing 
of issuance of hospital licenses in advance of the issuance of the CDPH license. 

 



II. ENFORCEMENT MATTERS 
 

a. FOR DISCUSSION:  Update on Implementation of AB 1136 (Levine) Chapter 304, 
Statutes of 2013 Regarding Warning Labels on Prescription Container Labels 
 

Existing law requires a pharmacist to inform a patient orally or in writing of the harmful 
effects of a drug (1.) if the drug poses a substantial risk to the person consuming the drug 
when taken in combination with alcohol, or if the drug may impair a person’s ability to drive 
a motor vehicle, whichever is applicable, and (2.) the drug is determined by the Board of 
Pharmacy to be a drug or drug type for which the warning shall be given. 
 
Assembly Bill 1136 (Levine), signed by the Governor on September 9, 2013, amends existing 
law to require a pharmacist on or after July 1, 2014, to include a written label on a 
prescription drug container indicating that the drug may impair a person’s ability to operate 
a vehicle or vessel, if in the pharmacist’s professional judgment, the drug may impair a 
person’s ability to operate a vehicle or vessel.  The required label may be printed on an 
auxiliary label that is affixed to the prescription container.  
 
Section 1744 of the board’s regulations provides the specific classes of drugs which trigger a 
pharmacist’s verbal or written notice to patients where their patients ability to operate a 
vehicle may be impaired.  
 
At the January Board Meeting, Mr. Santiago commented that existing statute already makes 
the allowance for a pharmacist’s professional judgment to decide if a drug could impair a 
patient’s ability to operate a vehicle or vessel so the regulation does not need to say 
“including but not limited to.” 
 
Mr. Santiago further stated that 1744 needed to be amended only if the board wanted to 
change the list of classes of drugs for which an oral or written warning must be 
communicated to the patient pursuant to Business and Professions Code section 4074. 
 
The board had no specific action directed as a result of that discussion.  Nevertheless, there 
will be a newsletter article noting the changes made to Business and Professions Code 
Section 4074 by AB 1136, advising that pharmacists who have a professional opinion that a 
drug may impair a person’s ability to operate a vehicle or vessel must provide a warning 
label to the prescription container. 
 
Dr. Gutierrez indicated that she believes that a pharmacist’s professional judgment should 
be used in determining that a drug should require such warnings as provided in existing law. 
 
Counsel advised that if a pharmacist is using his or her professional judgment to provide a 
warning, separate from the 1744 listed drugs, then such a warning must be in writing. 
 



Dr. Gutierrez referenced a handout provided at the meeting titled Multiple Medications and 
Vehicle Crashes:  Analysis of Databases by NTSHA. 
 
The committee commented that it may be prudent to evaluate this information to 
determine which of the drug classes listed in the handout would be appropriate for 
inclusion into 1744.  Counsel advised that the committee should evaluate if 1744 is 
currently effective and then what changes need to be made to ensure it remains effective 
 
Dr. Law cautioned that close attention needs to be paid to this issue to ensure that warning 
labels are not watered down. 
 
Steve Gray, representing himself, indicated that including the list as presented, would 
essentially require such a warning on all labels or consider that the board prefaces the 
requirements on 1744 by stating that there may be other conditions under which a label is 
required.   
 
The committee may also want to consider removing the specific provision from statute.  Ms. 
Herold recommended that the statutory provision serves a need. 
 
The committee stated that the list along with the pharmacist’s professional review should 
be sufficient.  The committee also noted that it would like staff to identify regulations that 
require updating and/or evaluation perhaps annually. 
 
Committee Recommendation: 
The committee requested that board direct staff to work on proposed revisions to 1744 and 
make a recommendation at the next committee meeting.  
M/S:  Hackworth/Law 
Support: 4  Oppose: 0 Abstain: 0 
 
b. FOR DISCUSSION AND POSSIBLE ACTION:  Requests from UCLA Health System, Ronald 

Reagan UCLA Medical Center, for a Waiver as Permitted by  California Business and 
Professions Code Section  4118 Pertaining to Licensure as a Centralized Hospital 
Packaging Pharmacy, California Business and Professions Code Section 4128 et seq. 

 
In 2012 the California Society of Health System Pharmacists and the California Hospital 
Association sponsored legislation to establish a centralized hospital packaging license which 
would allow a hospital chain under common ownership to consolidate packaging operations 
into a single location in a specialized pharmacy to prepare single dose medications that are 
bar coded.  The specific provisions were contained in AB 377 (Solorio, Chapter 687, Statutes 
of 2012).  Included in the provisions of this measure was the requirement that the unit dose 
medications filled by the centralized hospital packaging license be barcoded to be readable 
at the inpatient’s bedside and specifies the information that must be retrievable when the 
barcode is read. 
 



In January 2014, the Enforcement Committee discussed an identical request from Sharp 
Healthcare and Scripps Health.  At that meeting, both hospital systems requested that the 
board approve their waiver requests to forego the specific labeling of elements in section 
4128.4 that require the bar code to contain: 

(a) The date the medication was prepared 
(b) The components used in the drug product 
(c) The lot number or control number 
(d) The expiration date 
(e) The National Drug Code Directory number 
(f) The name of the centralized hospital packaging pharmacy 

 
These items appear on the label but not in the bar code because the technology does not 
possess the capability.   
 
The board voted to approve a five-year waiver for Sharp Healthcare and Scripps Health, so 
long as the information specified in section 4128.4 is provided on the prescription label, and 
the bar code on the container can still identify the name of the drug, the strength, and can 
be read against a bar code on the patient’s wrist and patient medication record to ensure it 
is the right medication for that patient. 
 
Similarly, Ronald Reagan UCLA Medical Center’s current computerized physician order entry 
(CPOE) system is not configured to do a bar code read of the elements in section 4128.4, 
but it can read the NDC number on the container with a reader to ensure the container is 
read at the patient’s bedside to ensure it is right medication in the right dose for the 
patient. 
   
Becky Natali, representing UCLA, provided the board with a presentation on the need for 
the waiver, including current technology limitations that prevent full compliance with the 
provisions of Business and Professions Code section 4128.4.  Ms. Natali indicated that due 
to UCLA’s currently technology only the NDC number is included within the bar code and 
the remaining requirements would be listed on the label. 
 
The committee advised that the centralized hospital packaging will not be used for sterile 
compounded products and will only be used for high volume drugs that are not currently 
available in unit dose packaging. 
 
UCLA will update its technology when available.  Steve Gray, representing CSHP, stated that 
it will be revising the legal requirements to solve this issue on a long term basis in legislation 
this year. 

  



Committee Recommendation: 
Recommend that the board approve the waiver request of UCLA for five years, identical to 
the requirements approved at the January Board Meeting. 
M/S:  Hackworth/Law 
Support: 4  Oppose: 0 Abstain: 0 
 
c. FOR DISCUSSION AND POSSIBLE ACTION:  Opportunity to Provide Written Comments 

to the Federal Drug Enforcement Administration on the Possible Rescheduling of 
Hydrocodone Combination Products From Schedule III to Schedule II, 21 CFR Part 1308 
[Federal Register Docket No. DEA-389] 

 
Hydrocodone combination products are pharmaceuticals containing specified doses of 
hydrocodone in combination with other drugs in specified amounts.  These products are 
approved for the marketing for the treatment of pain and for cough suppression.  
 
The Drug Enforcement Administration (DEA) recently published a notice of proposed 
rulemaking to reschedule hydrocodone combination products from Schedule III to Schedule 
II of the federal Controlled Substances Act.   
 
Hydrocodone is a frequently prescribed drug for pain.  Often the quantities prescribed for a 
patient greatly exceed the amount needed by a patient, so patients may have hydrocodone 
stored in their medicine cabinets.    Hydrocodone is also a widely abused prescription 
medication, and a frequently diverted drug from pharmacies.  Depending on the strength 
and local availability, a pill may be worth $2-$10 each. 
 
Hydrocodone is the predominant controlled drug prescribed in California.    During the joint 
DEA/Board of Pharmacy Prescription Drug Abuse presentations for which pharmacists could 
earn 6 units of CE, hydrocodone is a frequent discussion point.  
 
In recent years, hydrocodone has been identified as a stepping stone drug, where 
individuals start with hydrocodone, like the feeling, take more and more of the widely 
available drug as they become habituated, and then move to stronger drugs like 
hydromorphone and then to oxycodone.    And then when it becomes too expensive to 
obtain and purchase these drugs, leads individuals to heroin (which is much cheaper).  
 
The question before the DEA and this Federal Register docket is whether hydrocodone 
should be rescheduled to federal Schedule II.  If so, this drug will not be able to be refilled or 
prescribed orally.  Instead, each time another fill of hydrocodone is needed, a new 
prescription will be required, much like that which occurs for oxycodone or Dilaudid.  

 
Dr. Gutierrez highlighted the frequency of use of hydrocodone and the benefits of 
rescheduling hydrocodone containing products to a schedule II drug.  The committee was 
advised that because of the timing of the comment period, the board will have time to 
comment if it should be a schedule II. 



 
Dr. Law commented that the committee should recommend support of the rescheduling. 
 
Committee Recommendation: 
The Committee recommended that the board submit comments to the DEA to support the 
rescheduling of hydrocodone from Schedule III to Schedule II. 
M/S:  Law/Hackworth 
Support: 4  Oppose: 0 Abstain: 0 
 
 
d. FOR DISCUSSION:  Opportunity to Submit Comments on the Standards for the 

Interoperable Exchange of Information for the Tracing of Human, Finished, 
Prescription Drugs, in Paper or Electronic Format; Establishment of a Public Docket, 
Federal Register, Food and Drug Administration [Docket No. FDA-2014-N-0200] 

 
The Food and Drug Administration (FDA) is establishing a public docket to receive 
information and comments on standards for the interoperable exchange of information 
associated with transactions involving prescription drugs to comply with the new 
requirements in the Drug Supply Chain Security Act (DSCSA).  Written comments are due by 
April 21, 2014. 
 
This is one of the early steps undertaken by the FDA to develop a national system to secure 
the pharmaceutical supply.   This content of the proposal was a frequent inquiry to the 
board when the board was working to implement California’s e-pedigree system; however, 
the board declined to specify such a system. 
 
Dr. Gutierrez provided an overview of the item.  The committee was advised that there may 
not be the need to submit comments on this item because this appears to be more of a 
supply chain issue versus something that would directly impact the board’s regulatory 
activities. 
 
No action was taken on this item. 
 
e. FOR INFORMATION:  Development of an Alternative Process for Pharmacists to 

Become Registered to Access CURES 
 

Last year, SB 809 (DeSaulnier) was enacted to enhance the CURES prescription drug 
monitoring program.    
 
Part of the discussion associated with the bill’s progression through the Legislature was the 
growing concern about the need for pharmacists and prescribers to access CURES before 
dispensing or prescribing controlled drugs.  To access CURES to see the history of controlled 
drugs dispensed to a single patient over the last year, a prescriber or pharmacist must have 



been preapproved by the CA Department of Justice.  However, an abysmally low number of 
prescribers and dispensers have applied for and been granted access to CURES. 
 
Provisions enacted in SB 809 require all prescribers and pharmacists to be registered with 
the DOJ to access CURES by January 1, 2016.  However, the new computer system and 
funding for staffing for the DOJ to operate the CURES system will not be available until 
perhaps July 2015.  Meanwhile, the Department of Consumer Affairs’ agencies are 
transferring to a new computer system of their own that will create new systems for license 
issuance and renewal.  Only the first one-third of DCA’s boards have converted to the new 
BreEZe system.  It may be late 2014 before phase II converts (this board is part of this 
group).    
 
As such, it appears likely that few if any DCA boards will be able to comply with the January 
1, 2016 CURES registration deadline for licensees.   
 
The current process for CURES registration is frustrating and laborious.  Individuals must 
start an email contact with the DOJ, then fill out an application they download, and then 
copy various documents (driver’s license, professional license) and have the whole package 
notarized and then mailed to the DOJ.  Lacking staff, the DOJ is taking months to process 
this material.   
 
Board staff have discussed with the DOJ a process whereby the board could authenticate 
the identity of a pharmacist and aid the DOJ in getting this individual registered.  Details are 
still being worked out, but a general process has been drafted.     
 
Dr. Gutierrez provided an overview of the item, including concerns about the low 
enrollment rate of practitioners, including pharmacists, in the PDMP. 
 
Dr. Gutierrez expressed need for the board to help facilitate the enrollment.  Ms. Herold 
highlighted some of the barriers to enrollment in the PDMP including the need to notarize 
documents when the enrollment does not happen in person.  Ms. Herold highlighted some 
of the current efforts by the DOJ to enroll pharmacists at events including CE presentations.   
 
Ms. Herold indicated that board staff will now also collect and authenticate identification 
for purposes of CURES PDMP enrollment.  Ms. Herold highlighted the steps that will be 
necessary to facilitate implementation of this new method of enrollment as well as the 
timeline for implementation.  All present were advised that submission of the enrollment 
application can be done at the next board meeting. 
 
The committee commented that there should be a more streamlined fashion to facilitate 
enrollment using technology.  Ms. Herold highlighted some of the current technology 
challenges including a transition to a new computer system by both DCA as well as DOJ. 
 



The committee also expressed concern about the board’s lack of control over the current 
situation.  Ms. Herold detailed the co-governance between DCA agencies and DOJ that was 
established recently as a condition of the additional funding. 
 
The committee queried if there is an alternate way to access the system or receive CURES 
information and was advised there is currently no other way to receive the information.  
The committee was also advised that the new computer system for CURES should greatly 
improve ease of access. 
 
Dr. Gutierrez requested that the board work with CSHP and CPhA to facilitate enrollment of 
pharmacists in the PDMP.  She was advised that DOJ will be present at CPhA’s annual 
meeting to enroll pharmacists that are attending. 
 
Public comment indicated that they recommended that the board encourage local 
associations to reach out to DOJ for CURES registration at their events as well.  Public 
comment also included that actual access to the system in pharmacies is another obstacle 
because employers do not provide access to the internet in a pharmacy.  This is something 
that needs to be remedied - - other states’ boards have sought legislative changes to 
require access in a pharmacy.   
 
Other comments included does a pharmacist not practicing require enrollment in the 
PDMP.  Such items should be included in the Script. 
 
Ms. Herold highlighted some additional activities involved in improving the CURES system as 
well as a current legislative proposal to include schedule V into the CURES system. 
 
The committee requested inclusion of an article in the Script on how it can be used.  Staff 
will develop a Q&A document and a subscriber alert will be sent out to facilitate submission 
of questions. 
 
The committee requested that for the next enforcement meeting an agenda item address 
the need for pharmacists to have internet access to the CURES system in all pharmacies.   
 
The committee did not take any formal action on this item. 
 
f. FOR DISCUSSION AND POSSIBLE ACTION:  Losses of Controlled Drugs Reported in 

California 
 

A pharmacy or a wholesaler must report any loss of controlled substances to the board 
within 14 days.  A separate requirement also mandates these entities to notify the DEA of 
significant losses of controlled drugs (a loss is reported on a form DEA 106).  
 



Recently, the board’s staff compiled some statistics regarding drug losses reported to the 
board in order to respond to press inquiries.  The staggering results will be shared during 
the board meeting.  
 
Dr. Gutierrez provided an overview of the item, included the mandatory reporting 
requirement of drug losses to the board as well as to the DEA.  Dr. Gutierrez indicated that 
based on preliminary review of the data generated from the aggregated data, significant 
losses are being reported.   
 
Dr. Gutierrez expressed concern about the significant losses and perhaps the need for more 
stringent inventory controls as a way to more quickly identify losses resulting from 
employee pilferage.    
 
The committee discussed the need to mandate reconciliation between invoices and 
disposition and encourage more current inventory practices are needed. 
 
The committee was advised that during the next meeting, statistical analysis and trends 
over the past couple of years will be evaluated. 
 
Ms. Herold noted that these losses represent drugs being diverted for self-use or to the 
street. 
 
The committee discussed possible steps to require tighter inventory controls which could be 
done either by regulation, statute or policy -- perhaps monthly reconciliation on the top ten 
drugs for the pharmacy.  The committee noted that further discussion is necessary to 
determine the appropriate solution.  Requesting a monthly printout of scheduled drugs and 
taking a look at the data would greatly assist in facilitating a monthly reconciliation. 
 
The committee discussed that the landscape has changed and tighter controls are 
necessary. 
 
Committee Recommendation: 
The committee recommended that the board promulgate a regulation to require monthly 
counts on the top ten controlled substances in volume by all pharmacies and clinics.   
M/S:  Law/Schaad 
Support: 4  Oppose: 0 Abstain: 0 
 
There were no comments from the public. 
 
Dr. Gutierrez recessed for 10 minute break at 10:55 a.m. 

The meeting reconvened at 11:09 a.m. 

  



g. FOR INFORMATION:  Presentation on “What We Find When We (the Board of 
Pharmacy) Inspect Pharmacies” 
 

The board’s executive officer continues to be asked to speak about pharmaceutical supply 
chain issues that have been discovered by the board.  At this meeting, a short PowerPoint 
presentation was given by the executive officer regarding what the board finds when 
inspecting pharmacies or reading the industry’s journals. 
 
Ms. Herold highlighted the need for supply chain traceability and the possible impact or 
concerns with the delay in implementation of such requirements.  Ms. Herold highlighted 
the several forms of drug compromise including recycled drugs, counterfeit drugs, selling 
drugs that have been stolen, unlicensed sales (e.g.) Craigslist, selling of samples, etc.   
 
The committee questioned who regulates the internet purchases and was advised that the 
NABP is working to strengthen controls over internet purchases via the pharmacy suffix. 
 
There was no public comment on this item. 
 
h. FOR INFORMATION:  Demonstration by Omnicell Regarding Technology Currently in 

Use for Pharmacies Providing Automated Drug Delivery Systems in Health Care 
Facilities Licensed Under Health and Safety Code section 1250 (c), (d) or (k) 

 
During this meeting Rich Hooper, System Sales Director Non-Acute Care, Omnicell and 
Omnicare, provided a demonstration on restocking procedures of their automated 
dispensing cabinet (ADC) as it is used in long term care for emergency/first dose 
medication.   
 
Omnicell’s technology provides for the restocking of automated dispensing cabinets being 
used as emergency kits.  The committee was provided an overview of why automated 
solutions in skilled nursing facilities are necessary in that automation helps to reduce the 
use of tackle boxes of medications and helps ensure that patients are not readmitted into a 
hospital.   
 
Representatives provided the committee with an overview of the current practice of 
delivering drugs to SNFs from a pharmacy without the use of technology and indicated it 
was their intent to discuss the intent of Health and Safety Code section 1261.6 on who can 
restock a machine.  Omnicell representatives asked if a pharmacy technician can restock an 
automated dispensing cabinet. They asserted that the intent of the regulation is to ensure 
sufficient controls are in place and that their solution provides for such controls. 
 
Omnicell stated that CDPH has advised them that a nurse can perform the restocking.   
 



The committee asked about electronic supervision and was advised there is none.  Since 
this system is only being used as an e-kit.  The committee was advised that the device is 
owned by the pharmacy. 
 
Ms. Herold requested that Omnicell formalize their request in writing to the board 
including exactly what they are requesting.  The committee suggested that the proposal 
also highlight where the pharmacist is involved in the process. 
 
The committee did not take action on this item. 
 
Steve Gray, representing himself, suggested that when the analysis is done, consider the 
state of technology when the legislation was enacted years ago.  Dr. Gray also referenced 
the need to clarify the meaning of “supervision.”  Dr. Gray indicated that he believes that 
the technology solution provides for better security. 
 
Rita Shane, representing Cedars Sinai, indicated the machine security levels need to be 
closely evaluated and managed, irrespective of who owns the devices. 
 
Robert Menet, representing CDPH, clarified that the function of restocking of the machine 
would not be done by a nurse. 
 

III. COMPOUNDING MATTERS 
 

a. FOR DISCUSSION AND POSSIBLE ACTION:  General Discussion on the Board’s Proposed 
Compounding Regulations 

 
At the October 2013 Board Meeting, the board moved to initial notice of proposed changes 
in the California’s compounding regulations (located in 16 California Code of Regulations 
Sections 1735 et seq. and 1751 et seq.). The 45-day comment period ran from November 
29, 2013 – January 13, 2014.  A regulation hearing was held on January 16, 2014, to provide 
the public with an opportunity to provide comments in another forum. 
 
During the notice period, the board received many written and oral comments.  Board staff 
sorted all written and oral comments received by section number, to facilitate review all of 
related comments by section.  This compilation document was available at the January 2014 
board meeting and online.  At the January 2014 board meeting, the board made a motion to 
allow the sterile compounding workgroup to work through the comments received and 
submit a second version of the proposed text based on comments. 
 
After reviewing and considering the written and oral comments received, board staff 
recommends the following for discussion and possible action: 
 



1. Withdraw the current rulemaking file originally noticed November 29, 2013. 
2. Provide general guidance from the sterile compounding workgroup to develop new 

updated language based on the comments received by the board, and notice the 
revised language as a new rulemaking.   

 
Dr. Gutierrez provided a brief overview of the timeline for the compounding regulations, 
including the release of the proposed language and commented that many written as well 
as oral comments were received.   
 
Dr. Gutierrez reminded the committee that during the January 2014 board meeting, the 
board directed a subcommittee to evaluate all of the comments and make 
recommendations at the next board meeting on how to move forward.  
 
Dr. Gutierrez highlighted the overwhelming number of written and oral comments received 
and the work completed by the subcommittee members, board attorneys, and board staff 
to review these comments. 
 
Dr. Gutierrez further commented that after review of the written and oral comments it 
created a whole new area that needed to be considered for sterile compounding in 
hospitals related to hazardous materials, negative pressure and immediate use and 12-hour 
immediate use, etc.   
 
Committee Recommendation:  
The Committee recommended that the board withdraw the current compounding 
rulemaking, revise the language to incorporate many comments submitted in response to 
the initial regulation notice and notice the new language as a new rulemaking.   
M/S:  Hackworth/Law 
Support: 4  Oppose: 0 Abstain: 0 
 
Jerra Bandworth applauded the board’s deliberative process in the development of the 
regulations.  USP Chapter 800 is being released tomorrow and provides an opportunity for 
public comment on their new proposed requirements. 
 
Anne Carlson, UCSD Medical Center, requested clarification on how this recommendation 
will impact licensure requirements for sterile compounding.  She was advised that licensure 
is required July 1, 2014 and hospitals must comply with current regulations that have 
already been promulgated. 
 
b. FOR INFORMATION:  Update on Compounding Provisions Enacted by HR 3204, The 

Federal Drug Quality and Security Act and the Recent Meeting Between the FDA and 
the States’ Boards of Pharmacy 

 
Included as part of the federal Drug Quality and Security Act (HR 3204) are provisions that 
establish provisions for federal regulation and oversight of large scale drug compounding by 



“outsourcing facilities.”  The federal law sets forth voluntary requirements for licensure and 
enforcement of these entities. 

 
California will continue to require any pharmacy that is compounding sterile products for 
California residents or practitioners to possess licensure with our board and comply with 
California requirements as sterile compounding pharmacies.  The FDA may also require or 
encourage licensure as an outsourcing facility.  
 
Ms. Herold provided a brief overview of a recent meeting convened by the FDA with state 
board of pharmacy representatives, relating to the regulation of compounding pharmacies.  
The ultimate goal was to develop a policy relating to the regulation of compounding 
pharmacies as well as outsourcing facilities.  Ms. Herold reiterated that the board will 
continue to regulate compounding pharmacies; however compounding pharmacies may 
also be regulated by the FDA.  Ms. Herold noted that federally many things remain in flux.  
Ms. Herold noted that the FDA will post their “483 inspections” on line if there are 
violations.  FDA will also issue warning letters. 
 
Ms. Herold advised the committee that there is currently no draft MOU with the FDA yet 
available and the board has not entered into such an agreement yet.   
 
Joe Grasela, University Compounding Pharmacy, encouraged the board to continue to allow 
prescriber office use and that anticipatory compounding is in the best interest of the 
patient.  He suggested that if necessary, a limit could be placed to limit the practice.  He 
suggested that a definition of “for office use” could provide clarity. 
 
William Blair, McGuff, suggested that California could help alleviate drug shortages by 
allowing anticipatory compounding for delivery to a location other than a prescriber’s 
office, e.g., a hospital.  Current law does not allow a pharmacy to compound for a hospital.  
It appears there is a conflict between what an outsourcing facility can do independent of 
California requirements.  One area of concern identified is an outsourcing facility can 
provide compounded medications to a hospital, however if also licensed as a pharmacy, 
that the entity would be prohibited from doing so. 
 
Public comment included questions about what the FDA is going to require as part of the 
MOU.  Public comment suggested that the board may need to consider all areas where 
compounding occurs as well as the definition of “prescriber office use” and consider how 
Texas currently interprets a similar provision. 
 
The committee did not take action on this item. 

  



c. FOR DISCUSSION:  Data Collected on Violations Found During Compounding 
Inspections in California 

 
During the FDA’s recent meeting of all state boards of pharmacy convened to discuss their 
activities with respect to compounding, the board’s executive officer was one of several 
asked to provide an overview of compounding within the state.   
 
Ms. Herold provided the presentation she provided during the FDA meeting. The 
presentation included the history of compounding in California and actions taken by the 
board to ensure public safety is not compromised by sterile compounding practices.  Ms. 
Herold highlighted recent law changes enacted in SB 294 including reporting and licensure 
requirements.  Ms. Herold highlighted the cease and desists orders issued since September 
2012 as well as inspection findings.  Ms. Herold highlighted the top ten violations found 
during compounding inspections which included lack of compounding self-assessment, 
quality assurance issues, facility issues, adequate compounding attire, general compounding 
quality assurance issues, process validations issues, insufficient or nonexistent policies and 
procedures, substandard equipment used, and lack of training. 
 
There was no public or committee discussion. 
 
d. FOR INFORMATION:  Update on the National Shortage of IV Solutions 

 
The committee reviewed an article. 
 
There was no public or committee discussion. 
 

IV. MEETING DATES FOR 2014 
 
Meeting dates for the remainder of 2014 have been scheduled for: 

 
• June 26, 2014 
• September 30, 2014   
• December 17, 2014   

 
Additional Item for Future Agenda: 
Rita Shane, requested discussion on medication lists that are entered into medical records 
by non-licensed persons.  This is an issue because someone with limited medical knowledge 
is creating a document related to healthcare. that is causing medication errors because of 
inaccurate data entry. 
 
The meeting was adjourned at 1:20. 




