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Legislation and Regulation Committee Report

Jessica Crowley, Licensee Member, Chair
Nicole Thibeau, Licensee Member, Vice Chair
Trevor Chandler, Public Member
Kartikeya Jha, Licensee Member
Maria Serpa, Licensee Member

a. Discussion and Consideration of Pending Legislation Impacting the Practice
of Pharmacy, the Board’s Jurisdiction, or Board Operations

Provided below are several measures considered by the Committee. A brief
summary of each measure is provided along with staff comments and
committee recommendations. A link to each measure and committee bill
analysis is also provided, where available. During the meeting, members will
have the opportunity to discuss each measure.

1. Assembly Bill 50 (Bonta, 2025) Pharmacists: Furnishing Contraceptives
Version: As Amended April 2, 2025
Status: In Senate, referred to Appropriations Committee
Committee Analysis: Senate Business, Professions, and Economic
Development Analysis
Summary: As amended, would update provisions related to pharmacist-
furnished hormonal contraception allow for pharmacists to furnish over-
the-counter contraception without following the standardized procedures
required for prescription-only hormonal confraception. Further would
explicitly state that a 12-month supply of OTC contraception may be
provided.
Board Position: Support
Comments: This measure is similar to the Board's sunset issue related to
pharmacist-furnished over-the-counter hormonal contraception.
Support:
Birth Control Pharmacist (Co-Sponsor)
Essential Access Health (Co-Sponsor)
National Health Law Program (Co-Sponsor)
American College of Obstetricians & Gynecologists — District IX
Asian Americans Advancing Justice — Southern California
California Pan - Ethnic Health Network
California Pharmacists Association
California Primary Care Association
California Women's Law Center
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Citizens for Choice

Courage California

Disability Rights Education & Defense Fund
Glide

Health Access California

Latino Coalition for a Healthy California
Reproductive Freedom for All California
South Asian Network

The Children’s Partnership

Western Center on Law & Poverty
Women's Foundation California
Opposition: None on file

Fiscal Impact: Minor and absorbable.

Committee Discussion: The committee considered a summary of the
measure. No public comments were provided.

. Assembly Bill 309 (Zuber, 2025) Hypodermic Needles and Syringes
Version: As Amended April 23, 2025

Status: In Senate, referred to Health Committee and Business, Professions
and Economic Development Committee (Health Committee Hearing
scheduled for June 18th).

Committee Analysis: Assembly Third Reading

Summary: Would make permanent provisions to allow pharmacists to
furnish of hypodermic needles and syringes for personal use.
Recommended Position: Support

Comments: This was the first time the Committee considered this
measure. The Board established on a support position on Assembly Bill
1037 (Elhawary, 2025) that would have, among other things, made similar
changes. Since that fime, the relevant provisions related to needle
exchange programs have been removed on AB 1037.

Fiscal Impact: Anticipated to be minor and absorbable.

Support:

California Pharmacists Association

Health Officers Association of California

Drug Policy Alliance

Oppose:

California Narcotics Officer's Association

Orange County Sheriff's Department

Committee Discussion: The committee considered a summary of the
measure. No public comments were provided.
Committee Recommendation: Establish a support position
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3. Assembly Bill 447 (Gonzdlez, 2025) Emergency Room Patient Prescriptions:
Dispensing Unused Portions Upon Discharge
Version: As Amended May 1, 2025
Status: In Senate, referred to Health Committee and Business, Professions
and Economic Development Committee (BP&E Committee Hearing
scheduled for June 16th)
Committee Analysis: Assembly Appropriations Committee
Summary: Would allow a prescriber to dispense an unused portion of a
dangerous drug acquired by the hospital pharmacy to an emergency
room patient under specified conditions, including dispensing the unused
portion of the dangerous drug is required to continue freatment of the
patient. Further as amended, the measure would exempt from licensure
an automated unit dose system that is used to dispensing dangerous
drugs to emergency room patients.
Recommended Position: None
Comments: During prior discussion on this measure, the Board did not take
a position on measure as amendments were pending. The Board did
note some ambiguity in the language of the measure and suggested that
it may be appropriate to clarify within the measure labeling and
documentation requirements.
Fiscal Impact: It is anticipated that if enacted, the measure will result in a
loss of revenue to the Board given the proposed expansion of licensure
exemptions. It is anticipated the loss of revenue to be less than
$20,000/annually.
Support:
California Chapter of the American College of Emergency Physicians
(sponsor)
California Emergency Nurses Association California Hospital Association
California Medical Association
California State Association of Psychiatrists
Opposition:
None on file.

Committee Discussion: The committee considered a summary of the
measure. Members discussed patients having problems accessing
medication post-ER visits. Members discussed unused portions of
medications and the need for additional development of the language
to ensure the prescription managed appropriately (e.g., labels,
documentation and communication to the hospital pharmacy of
dispensing, etc.) and may improve the dispensing of PEP. Members
discussed the exemptions of AUDS and the unintended consequences.
Members agreed with the watch position. No public comments were
provided.
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4. Assembly Bill 529 (Ahrens, 2025)
Version: As infroduced February 11, 2025
Status: Referred to Senate Appropriations Committee with Consent
Calendar Recommendation
Committee Analysis: Senate Business, Professions and Economic
Development
Summary: Would extend the Board's authority to continue to waive a
provisions of pharmacy law for up to 120 days following the terminations
of a declared emergency.
Board Position: Support
Fiscal Impact: Minor and absorbable
Support: Mental Health American of California
Opposition: None of file

Committee Discussion: The committee considered a summary of the
measure. No public comments were provided.

5. Assembly Bill 669 (Haney, 2025) Substance Use Disorder Coverage
Version: As Amended April 28, 2025
Status: In Senate, pending referral
Committee Analysis: Assembly Floor Analysis
Summary: As amended would, effective January 1, 2027, prohibit
concurrent or retrospective review of medical necessity for 28 days of
inpatient, intensive outpatient or partial hospitalization for substance use
disorder tfreatment for patients. The measure would further establish
additional provisions for ongoing treatment where medically necessary.
Would prohibit prior authorization or other prospective utilization
management requirements relating to in-network coverage for outpatient
prescription drugs used to treat addiction that are deemed medically
necessary by a doctor.
Board Position: Support
Comments: During its prior discussion members noted the Board’s
consistent history of supporting measures that address barriers to access to
freatment.
Fiscal Impact: Minor and absorbable.
Support:
A New Path (co-sponsor)
Addiction Treatment Advocacy Coalition (co-sponsor)
California Behavioral Health Association (co-sponsor)
California Consortium of Addiction Programs and Professionals (co-
sponsor)
Addiction Recovery Communities of California
Advanced Therapeutic Services
Anaheim Family Chiropractic
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Asana Recovery

Aton Center

Beginnings Treatment Centers

Breathe Life Healing Centers

California Alliance for State Advocacy
California Hospital Association
California Recovery Center

Cambridge Healthcare Management Services, LLC
Community Social Model Advocates, Inc.
Covenant Hills Treatment Center

Davis Healthcare Management Group
Design for Changes

Drug Policy Alliance

Experience Recovery

First Responder Wellness

First Steps Recovery

Healthcare Services, Inc.

Iris Healing Retreat

JMG Investments, Harmony Place

LA Fuente Hollywood Treatment Center
Mission Recovery Home

Mountain Vista Farm

New Found Life Treatment Center

New U Therapy

Oceanrock Health

Orange County Recovery Collaboration
Pacific Sands Recovery Center
Peninsula Health Center

R.ES.T.

Safe & Sound

Socal Detox

South Coast Counseling

Stairway Recovery

Sun Street Centers

Sustain Recovery

The Lakes Treatment Center

The Purpose of Recovery

United Hospital Association

Valley Restoration Center

Young People in Recovery

10 individuals

Oppose:

Association of California Life & Health Insurance Companies
California Association of Health Plans
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California Chamber of Commerce

Committee Discussion: The committee considered a summary of the
measure. Member Chandler expressed strong support for the measure,
noting that access to treatment programs is essential for patient recovery.
No public comments were provided.

. Assembly Bill 957 (Ortega, 2025) Cigarette and Tobacco Products: Retail
Sale: Pharmacies

Version: As Amended April 28, 2025

Status: In Senate, pending referral

Committee Analysis: Assembly Floor Analysis

Summary: As amended, would prohibit the California Department of Tax
and Fee Administration from issuing a license to a retailer if the retailer is a
pharmacy or the application is for a retail location that contains a
pharmacy.

Board Position: Support

Comments: During its prior discussion the Board noted that the legislation is
consistent with its policy statement.

Fiscal Impact: Minor and absorbable

Support:

American Academy of Pediatrics, California

American Cancer Society Cancer Action Network (Co-Sponsor)
American Heart Association (Co-Sponsor)

American Lung Association (Co-Sponsor)

California Medical Association (CMA)

California Orthopedic Association

California Pharmacists Association

Campaign for Tobacco-Free Kids (Co-Sponsor)

Center for Environmental Health

County Health Executives Association of California (CHEAC)

County of Santa Clara San Francisco Tobacco-Free Coalifion
Opposition: None on file

Committee Discussion: The committee considered a summary of the
measure. No public comments were provided.

. Assembly Bill 268 (Boener, 2025) Pharmacists: Self-Administered FDA-
approved nonhormonal confraceptives

Version: As Amended June 9, 2025

Status: Referred to Senate Business, Professions and Economic
Development

Committee Analysis: Assembly Floor Analysis

Summary: This measure was amended following the release of the
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committee meeting materials. As amended, the measure was broadened
to prohibit a health care licensee from obstructing a patient in obtaining
emergency contraceptives, over-the-counter (OTC) contraceptives, or
prescription contraceptives that have been prescribed or ordered for the
patient. Additionally, the measure authorizes a pharmacist to furnish
emergency contraceptives, OTC contraceptives, and prescription
contraceptives under specified requirements. Finally, it authorizes a
pharmacist to furnish OTC confraceptives without standardized
procedures or protocols and allows a pharmacist to dispense up to a 12-
month supply of confraceptives at the patient’s request.

Recommended Position: Support

Staff Comments: The measure was amended to expand the scope of the
measure beyond its original intent, which was to allow pharmacists to
furnish FDA-approved non-hormonal confraceptives. Given these recent
amendments, it may be appropriate for the Board to consider the
measure in its current form. Staff note that under existing law, pharmacists
have the authority to furnish hormonal contraceptives following a
standardized protocol. As amended, the measure would update that
authority to furnish “prescription-only” (hormonal and non-hormonal)
contraceptives in accordance with a standardized protocol. Staff note
that with the recent amendments, Board regulations would be required to
establish or update the current protocol.

Fiscal: Staff estimate a fiscal impact of approximately $20,000, primarily
related to the development and promulgation of regulatory language,
working with experts to update fact sheets, and education for licensees
through updates to the Board's webinar and newsletter.

Committee Discussion: The committee considered a summary of the
measure (prior to the amendments). No public comments were provided.
Committee Recommendation: Establish a support position

. Assembly Bill 1460 (Rogers, 2025) Prescription Drug Pricing

Version: As Amended April 24, 2025

Status: Referred to Senate Health Committee

Committee Analysis: Assembly Floor Analysis

Summary: Would prohibit a prescription drug manufacturer from
engaging in discriminatory practices that would impose additional
conditions or otherwise interfere with a covered entity’s purchase or
delivery of a drug subject to federal pricing requirements under specified
conditions. As amended the measure will only apply to qualifying
nonhospital community clinics.

Board Position: Support

Staff Comments: During its prior discussion the Board noted concerns with
changes that are being sought to restrict 340B programs and the negative
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impacts to such programs. Members notes that 340B federal programs
play a vital role in providing services to underserved committees at a
reduced cost.

Support:

The California Primary Care Association and the California Partnership of
Health are co-sponsors of this bill. As of April 18, 2025 the measure had the
support of 78 organizations including health care associations, clinics and
hospitals.

Opposition:

As of April 18, 2025, California Life Sciences is listed in opposition to the bill
along with 37 other organizations were listed as opposing the measure.

Committee Discussion: The committee considered a summary of the
measure. Members discussed concern about programs that limit access
to 340B programs that allows safety net providers to buy drugs at a
discount and put the money they save back into patient care. The money
was fully funded by manufacturers and didn’t impact taxpayer money.
Members noted that the measure is very important for the Board to
support. No public comments were provided.

. Assembly Bill 1503 (Committee on Business and Professions, 2025)
Pharmacy: Sunset Review: Advanced Pharmacist Practitioner

Version: As Amended April 30, 2025

Status: Referred to Senate, pending referral

Committee Analysis: Assembly Floor Analysis

Summary: This is the Board's Sunset measure. As amended the measure
would extend the operations of the Board until January 1 2030. The
measures includes a number of policy issues raised by the Board in its
Sunset Report. In addition to Board sponsored provisions the measure
includes a provision to require the Board to establish and appoint a
Pharmacy Technician Advisory Committee. In addifion, the proposed
ratio provisions in the measure exceed those recommended by the
Board. Specifically, the measure would authorize the pharmacist-in-
charge to establish a ratio of up to four pharmacy technicians for each
pharmacist.

Board Position: Support

Staff Comments: The measure passed out of the Assembly Appropriations
Committee with 11 aye votes and one no vote. The California Medical
Association opposed the Board's proposed transition to a standard of
care enforcement model. The United Nurses Association of California
opposes the ratio provisions included in the measure. The Pharmaceutical
Research and Manufacturers of America testified opposing the Board’s
provisions related to therapeutic interchange.
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Support:

California Pharmacists Association

Cedars-Sinai Medical Center

California Society of Health Systems Pharmacists

7 Individuals

Opposition:

California Medical Association

Pharmaceutical Research and Manufacturers of America

United Nurses Associations of California/Union of Health Care Professionals

Committee Discussion: The committee considered a summary of the
measure. Members discussed the importance of transitioning to a
standard of care due to the changes occurring at the Federal level. No
public comments were provided.

10.Senate Bill 40 (Wiener, 2025) Health care coverage: insulin.
Version: As Amended on May 23, 2025
Status: Referred to Assembly Health Committee
Committee Analysis: Senate Floor Analyses, May 27, 2025
Summary: On and after January 1, 2026, the bill would prohibit a health
care service plan or health insurer from imposing step therapy as a
prerequisite to authorizing coverage of insulin and would generally
prohibit a health care service plan contract or health insurance policy
issued, amended, delivered, or renewed on or after January 1, 2026, from
imposing a copayment, coinsurance, deductible, or other cost sharing of
more than $35 for a 30-day supply of an insulin prescription drug, except
as specified.
Recommended Position: Support
Staff Comments: Fact Sheet Requested
Support:
American Diabetes Association (Source)
Beta Cell Action
California Academy of Preventative Medicine
California Association for Health Services at Home
California Chronic Care Coalition
California Medical Association
California Pharmacists Association
California Podiatric Medical Association
California State Council of Service Employees International Union
California State PTA
Davis College Democrats
Diabetes Patient Advocacy Coalition
San Francisco Marin Medical Society
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Opposition:
Association of California Life and Health Insurance Companies
California Association of Health Plans

Committee Discussion: The committee considered a summary of the
measure. Members expressed concern that insurance companies may
pass on the cost of the insulin to the pharmacy and recommended that
this be included in the letter of support. No public comments were
provided.

Committee Recommendation: Establish a support position

.Senate Bill 41 (Wiener, 2025) Pharmacy Benefits

Version: As Amended May 1, 2025

Status: Referred to Assembly Health and Assembly Judiciary Committees
Committee Analysis: Senate Floor Analyses, May 25, 2025

Summary: Would establish the regulation of Pharmacy Benefit Managers
(PBMs) within the California Department of Insurance (CDI) as specified,
including the following:

e Establish licensure requirements for PBMs by CDI

e Would require a PBM to provide to the CDI, on or before July 1,
2028, and each subsequent year, a report that contains specified
information.

e Would require the CDI to publish a report on or before January 1,
2029, and each subsequent year, information relating to PBM
reporting.

e Would define specialty drug as one that exceeds the threshold for a
specialty drug under Medicare Part D program for purposes of
reporting requirements under the measure.

Would establish actions that are prohibited by a PBM.

Would establish disclosure obligations on PBMs.

Would require PBMs to use passthrough pricing model.

Would require CDI to perform specified actions, including publishing
on its website a record of consumer complaints against a PBM that
have been justified by CDI.

e Would require PBMs to reimburse a pharmacy the cost of a
prescription drug in an amount that is no less than the National
Average Drug Acquisition Cost or the pharmacy’s wholesale
acquisition cost of that drug (under specific circumstances) at the
time of the drug being dispensed.

Board Position: Support

Staff Comments: Staff notes that the Board has received public comments
and complaints from consumers and health care providers stemming from
actions by PBMs. Such complaints range in the types of medications
involved from maintenance medications (such as the tfreatment of high
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blood pressure) to specialty medications (generally high-cost medications
used to tfreat complex, chronic conditions). Investigations have revealed
that the root cause of some delays in access, for example, stems from
mandates established by PBM. Under the provisions of the measure, the
Board can refer such investigations to CDI for investigation.
Support:

California Chronic Care Coalition (co-source)

California Pharmacists Association (co-source)

Los Angeles LGBT Center (co-source)

San Francisco AIDS Foundation (co-source)

AiArthritis

AIDS Healthcare Foundation

Alliance for Patient Access

ALS Association

American Diabetes Association

Biocom Callifornia

California Health Collaborative

California Life Sciences Association

California Medical Association

California Physicians Alliance

California Rheumatology Alliance

California State Board of Pharmacy

Coadlition of State Rheumatology Organizations

Crohns and Colitis Foundation

Cystic Fibrosis Research, Inc.

End the Epidemics

Glide

Hemophilia Council of California

Indivisible CA: StateStrong

Infusion Access Foundation

International Bipolar Foundation

Keck Medicine of USC

Liver Coalition of San Diego

Lupus and Allied Diseases Association, Inc.

Lupus LA

National Association of Chain Drug Stores

National Community Pharmacists Association

National Infusion Center Association

National Multiple Sclerosis Society

National Psoriasis Foundation

Pharmaceutical Research and Manufacturers of America
San Francisco Marin Medical Society

Santa Monica Democratic Club

Spondylitis Association of America
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12.

United Nurses Association of California/Union of Health Care Professionals
Several individuals

Opposition:

AFSCME Local 685

America’s Health Insurance Plans

American Muslims for Sustainability

Association of California Life & Health Insurance Companies
California African American Chamber of Commerce
California Asian Chamber of Commerce

California Association of Health Plans

California Chamber of Commerce

California Hispanic Chambers of Commerce

Clergy and Laity United for Economic Justice

Community Church

Hardesty LLC

Los Angeles Civil Rights Association

Pharmaceutical Care Management Association

Service Employees International Union 721, Bargaining Unit 702
Shalom International

Sherman Oaks United Methodist Church

Sperantia Foundation

Several individuals

Committee Discussion: The committee considered a summary of the
measure. Public comment received from CPhA, as a co-sponsor,
expressing strong support for the measure.

Senate Bill 306 (Becker, 2025) Health Care Coverage: Prior Authorizations
Version: As Amended April 28, 2025

Status: Referred to Assembly Health Committee

Committee Analysis: Senate Floor Analyses, May 27, 2025

Summary: This bill would prohibit a health care service plan or health
insurer, or an entity with which the plan or insurer contracts for prior
authorization, from imposing prior authorization, as defined, or prior
noftification on a covered health care service for a period of one year
beginning on April first of the current calendar year, if specified conditions
exist, including that the health care service plan approved 90% or more of
the requests for a covered service in the prior calendar year. The bill
would also require a health care service plan or health insurer to post
specified information, including a list of covered health care services
exempted from prior authorization, on its infernet website by March 15 of
each calendar year and clarify how to calculate a plan’s or insurer’s
approval rate for purposes of determining whether a service may be
exempted from prior authorization.
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Recommended Position: Support

Staff Comments: Fact Sheet Requested.
Support:

California Medical Association (source)
Adventist Health

Alliance of Catholic Health Care

ALS Association

American Academy of Pediatrics
American Diabetes Association

California Association of Medical Product Suppliers
California Chapter American College of Cardiology
California Hospital Association

California Orthopedic Association
California Podiatric Medical Association
California Psychological Association
California Retired Teachers Association
California Society of Plastic Surgeons
Children’s Specialty Care Coalition
Fresenius Medical Care

Health Access California

Loma Linda University Health

Mental Health America of California
National Health Law Program

Physician Association of California
Planned Parenthood Affiliates of California
Providence

Saint Agnes Medical Program

San Francisco Marin Medical Society
Stanford Health Care

U.S. Pain Foundation

United Hospital Association

Opposition:

America’s Physician Groups

Association of Life & Health Insurance Companies
California Association of Health Plans
California Chamber of Commerce

Local Health Plans of California

Committee Discussion: The committee considered a summary of the
measure. No public comments were provided.
Committee Recommendation: Establish a support position
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13.Senate Bill 470 (Laird) Healing Arts: Bagley-Keene Open Meeting Act:
Teleconferencing
Version: As Amended April 10, 2025
Status: Referred to Assembly Governmental Organization Committee
Committee Analysis: Senate Floor Analyses, April 30, 2025
Summary: The act authorizes a state body to hold a meeting by
teleconference subject to specified requirements, including, among
others, that at least one member of the state body is physically present at
each teleconference location, as defined, that a majority of the members
of the state body are physically present at the same teleconference
location, except as specified, and that members of the state body visibly
appear on camera during the open portion of a meeting that is publicly
accessible via the internet or other online platform, except as specified.
Under specified circumstances, the act authorizes a member of the state
body to participate from an undisclosed remote location that is not
accessible to the public. Following amendments in April, this bill updates
the repeal date of these provisions to January 1, 2030.
Board Position: Support
Comments: The Board currently conducts its meetings consistent with the
Bagley-Keene Open Meeting Act requirements. This bill would allow the
Board to continue its hybrid approach to public meetings until 2030.
Fiscal Impact: Board staff anficipate a cost savings of approximately
$35,000 annually.
Support:
AARP
Alzheimer's Association
Alzheimer's Greater Los Angeles
Alzheimer's Orange County
Alzheimer's San Diego
Association of California State Employees With Disabilities
Association of Regional Center Agencies
California Association of Licensed Investigators
California Coalition on Family Caregiving
California Commission on Aging
California Foundation for Independent Living Centers
California Long Term Care Ombudsman Association
Disability Rights California
DMS Registered Service Agency Advisory Committee
Easterseals Northern California
Family Caregiver Alliance
LeadingAge California
Little Hoover Commission
State Council on Developmental Disabilities
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Opposition:

ACLU California Action

California Broadcasters Association
California Chamber of Commerce
California Common CAUSE

California News Publishers Association
CCNMA: Latino Journalists of California
First Amendment Coadlition

Freedom of the Press Foundation
Howard Jarvis Taxpayers Association
League of Women Voters of California
Media Guild of the West

National Press Photographers Association
Orange County Press Club

Pacific Media Workers Guild

Radio Television Digital News Association
Society of Professional Journalists, Northern California Chapter

Committee Discussion: The committee considered a summary of the
measure. Members spoke in support of the measure as it provided
chronically ill and disabled people the ability to participate. No public
comments were provided.

14.Senate Bill 497 (Wiener) Legally protected health care activity
Version: As Amended May 23, 2025
Status: Referred to Assembly Judiciary Committee, Hearing Scheduled for
June 17t
Committee Analysis: Senate Floor Analyses, May 23, 2025
Summary: This bill would prohibit the following:

e The release of medical information related to a person seeking or
obtaining gender-affirming health care or gender-affirming mental
health care in response to a criminal or civil action, including a foreign
subpoena, based on another state’s law that interferes with an
individual’s right to seek or obtain gender-affirming health care or
gender-affirming mental health care.

e Cooperation with or providing medical information to an individual,
agency, or department from another state or, to the extent permitted
by federal law, to a federal law enforcement agency that would
identify an individual and that is related to an individual seeking or
obtaining gender-affirming health care, as specified.

¢ The release of medical information related to sensitive services, as
defined, in response to a foreign subpoena that is based on a violation
of another state’s laws authorizing a criminal action against a person
or entity for provision or receipt of legally protected health care
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activity, as defined.

e The issuance of a subpoena based on a violation of another state’s
law that interferes with a person’s right to seek or obtain gender-
affirming health care or gender-affirming mental health care, as
specified.

e Out-of-state law enforcement from having access to CURES data
through the interstate data sharing hub.

Board Position: Support

Support:

Equality California (co-source)

Planned Parenthood Affiliates of California (co-source)
American College of Obstetricians & Gynecologists - District IX
APl Equality-LA

Board of Behavioral Sciences

California Chapter of the American College of Emergency Physicians
California Legislative LGBTQ Caucus

California LGBTQ Health and Human Services Network
California Medical Association

California Psychological Association

CalPride

CalPride Sierras

CalPride Valle Central

Children Now

Courage California

El/La Para TransLatinas

Electronic Frontier Foundation

Family Violence Appellate Project

Hmong Innovating Politics

National Health Law Program

Oakland Privacy

Oasis Legal Services

Our Family Coalition

PFLAG Los Angeles

PFLAG Oakland-East Bay

PFLAG Sacramento

Pride at the Pier

Rainbow Families Action Bay Area

Sacramento LGBT Community Center

San Francisco Marin Medical Society

Santa Monica Democratic Club

Secure Justice

Seneca Family of Agencies

Opposition:

1 Individual
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Committee Discussion: The committee considered a summary of the
measure. Members spoke in support of the measure as it will be essential
to protecting Californians. No public comments were provided.

15.Senate Bill 641 (Ashby) Department of Consumer Affairs (DCA) and
Department of Real Estate: States of Emergency: Waivers and Exemptions
Version: As Amended April 2, 2025
Status: Referred to the Assembly Business and Professions Committee
Committee Analysis: Senate Floor Analyses, May 26, 2025
Summary: This bill would authorize the Boards within DCA to waive the
application of certain provisions of Board licensure requirements for
licensees and applicants impacted by a declared federal, state, or local
emergency or whose home or business is located in a declared disaster
areq, including certain examination, fee, and continuing education
requirements. Additionally, it would require all applicants and licensees of
the Board to provide the Board with an email address.
Board Position: Support
Comments: In 2021, the Board promulgated a regulation requiring
applicants and licensees to provide the Board with an email address if the
individual has one and notify the Board within 30 days of any change in
their email address. A regulation change would be necessary.
Fiscal Impact: Due to the waiver of fees, the Board's fiscal impact is
unknown and will be based on the extent of the declared emergency.

SB 641 was inadvertently not included on committee meeting agenda
and as such was not discussed.

b. Discussion and Consideration of Board Regulations
The full timelines for each regulation are included within the respective
aftachments.

1. Board-Adopted Regulations Approved by the Office of Administrative Law
Attachment 1

i. Proposed Reqgulation to Add Title 16 CCR Section 1700 Related to
Digital Signatures

Summary of Regulation: This proposal established the board’s
regulations regarding the requirements for digital signatures.

Status: Approved by OAL on May 5, 2025.
Legislation and Regulation Committee Chair Report
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2. Board-Adopted Regulations - Board Staff Drafting Final Rulemaking
Documents

Aftachment 2

i. Proposed Reqgulation to Add Title 16, CCR Section 1708.2 Related to
Discontinuance of Business

Summary of Regulation: This proposal amends the board’s regulations
regarding facility discontinuance of business.

Status: Submitted for final review on May 20, 2025.
3. Board-Approved Regulations Undergoing Pre-Notice Review by the

Department of Consumer Affairs, or Business, Consumer Services and
Housing Agency

Aftachment 3

i. Proposed Regulation to Add Title 16 CCR section 1746.6 Related to
Medication Assisted Treatment Protocol

Summary of Regulation: This proposal adds to the board’s regulations
regarding medication-assisted treatment.
Status: Resubmitted to DCA on March 16, 2025.

ii. Proposed Requlation to Amend Title 16 CCR section 1707.4 Related to
Central Fill Pharmacies

Summary of Regulation: This proposal amends the board’s regulations
regarding the requirements for Central Fill pharmacies.

Status: Submitted for pre-review on March 16, 2025. Board staff
reviewing rulemaking documents.

4. Board-Approved Regulations — Board Staff Drafting Initial Rulemaking
Documents

Attachment 4

i. Proposed Regulation to Amend Title 16 CCR section 1715.1 Related to
Automated Drug Delivery Systems Self-Assessment

Summary of Regulation: This proposal amends the board’s regulations
regarding the ADDS Self-Assessment Form.

Status: Approved by the Board on April 2025. Board staff are drafting

Legislation and Regulation Committee Chair Report
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rulemaking documents.

Proposed Reqgulation to Add Title 16 CCR sections 1750 and 1750.1
Related to Qutsourcing Facilities

Summary of Regulation: This proposal adds to the board’s regulations
regarding the licensure requirements for Outsourcing facilities.

Status: Submitted for pre-review on February 6, 2023. Board staff are
revising rulemaking documents.
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Attachment 1



Discussion and Consideration of Board Regulations

Regulation Timeline

XV.b.1. Board-Adopted Regulations Approved by the Office of Administrative Law

i. Proposed Regulation to Add Title 16 CCR Section 1700, Related to Digital
Signatures

Timeline:

Approved by Board: April 24, 2024

Submitted to DCA for Pre-Notice Review: May 24, 2024
Comment Period: December 20, 2024 — February 3, 2025
Adopted by Board: March 6, 2025

Submitted to DCA for Final Review: March 14, 2025
Submitted to OAL for Final Review: March 26, 2025
Approved by OAL: May 5, 2025

Effective Date: July 1, 2025

Page 1 of 1



Digital Signatures
16 CCR § 1700



Department of Consumer Affairs
Title 16. Board of Pharmacy

Proposed Regulation Text

Digital Signatures

Legend: Added Text is indicated with an underline.

Add section 1700 to Article 1 of Division 17 of Title 16 of the California Code of
Regulations to read as follows:

§ 1700. Digital Signatures

Consistent with the authority established in Government Code Section 16.5, in any
written communication, application or other document in which a signature is required or
used, the Board shall accept digital signatures that meet the requirements set forth in
the California Code of Regulations, Title 2, section 22003(a).

NOTE: Authority Cited: Section 16.5, Government Code. Reference: Section 16.5,
Government Code.

Board of Pharmacy Proposed Text Page1of1
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Attachment 2



Discussion and Consideration of Board Regulations

Regulation Timeline

XV.b.2 Board-Adopted Regulations - Board Staff Drafting Final Rulemaking Documents

i. Proposed Regulation to Amend Title 16 CCR section 1708.2, Related to the
Discontinuance of Business

Timeline:

Approved by Board: February 7, 2023

Submitted to DCA for Pre-Notice Review: September 4, 2023

Returned to Board staff for Review: February 8, 2024

Resubmitted to DCA for Pre-Notice Review: April 5, 2024

Comment Periods: November 15, 2024 — December 30, 2024,

February 10, 2025 — February 25, 2025, March 11, 2025 — March 26, 2025
Adopted by Board: April 9, 2025

Submitted to DCA for Final Review: May 20, 2025

Page 1 of 1



Discontinuance of
Business

16 CCR §1708.2



Department of Consumer Affairs
Title 16. Board of Pharmacy

Second Modified Regulation Text
Discontinuance of Business

Proposed changes made to the current regulation language are shown by strikethrough
for deleted language and underline for added language.

Modified changes made to the proposed regulation language are shown by dedble
strikethrough for deleted language and double underline for added language.

Second modified changes made to the proposed regulation language are shown by
#alicized-deuble-strikethrough for deleted language and italicized double underline for
added language.

Amend section 1708.2 of Article 2 of Division 17 of Title 16 of the California Code
of Regulations to read as follows:

(a) Any permit holder shall contact the bBoard prior to transferring or selling any
dangerous drugs, devices, or hypodermics inventory as a result of termination of
business or bankruptcy proceedings (individually or collectively referred to as a
“closure”) and shall follow official instructions given by the bBoard applicable to the
transaction.

(b) In addition to the requirements in (a), a pharmacy that shall cease operations due to
a closure (cessation or substantial cessation) shall complete the following:

(1) At least 36-45 days in advance of the closure, provide written notice to patients
that have received a prescription within the last year, in a form in which the

pharmacy regularly communicates or advertises to its patients. At a minimum,
this notice shall include:

(A) the name of the patient and if one exists and is known to the pharmacy, the
name of the legal representative of the patient,
(B) the name and physical address of the pharmacy closure,
(C) the name of the pharmacy where patient records will be transferred and
maintained, and
(D) information on how to request a prescription transfer prior to closure of the
pharmacy.
(2) Reverse all prescriptions for which reimbursement was sought but the
prescriptions are not picked up by patients,
(3) Provide the Board with a copy of the notice specified in subsection (b)(1), and

(4) The owner shall be responsible for compliance with the requirements of this
section. The owner, the pharmacist-in-charge, if available, shall certify

compliance with the reguirements in this section. In the event the pharmacist-in-
charge is no longer available, the owner must certify the compliance, along with a
pharmacist retained to perform these functions.

(5) Post a written notice of the closure with the planned closure date in a
conspicuous location at the pharmacy's entrance.

Board of Pharmacy Second Modified Text Page 1 of 2
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(6) A general acute care hospital pharmacy that is owned by a health facility as
defined in Section 1250 of the Health and Safety Code, and meets the
requirements of Business and Professions Code section 22949.92(a)(1)(B)(iii),
and a licensed correctional pharmacy dispensing only to patients of the California
Department of Corrections and Rehabilitation, shall be exempt from the

requirements of subdivision (b).

NOTE: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4080, 4081, 4113, 4332, ard-4333, 22949.92, and 22949.92.1, Business and
Professions Code; and Section 11205, Health and Safety Code.
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Attachment 3



Discussion and Consideration of Board Regulations

Regulation Timeline

XV.b.3. Board-Approved Regulations Undergoing Pre-Notice Review by the
Department of Consumer Affairs or the Business, Consumer Services and
Housing Agency

i. Proposed Regulation to Add Title 16 CCR section 1746.6 Related to
Medication Assisted Treatment Protocol
Timeline:
Approved by Board: February 7, 2023
Submitted to DCA for Pre-Notice Review: June 23, 2023
Returned to Board staff for Review: January 30, 2024
Return to DCA for Pre-Notice Review: November 7, 2024
Returned to Board staff for Review: January 9, 2025
Return to DCA for Pre-Notice Review: March 17, 2025

i. Proposed Regulation to Amend Title 16 CCR section 1707.4, Related to
Central Fill Pharmacies
Timeline:
Approved by Board: August 1, 2024
Submitted to DCA for Pre-Notice Review: March 16, 2025
Returned to Board staff for Review: May 21, 2025
Return to DCA for Pre-Notice Review: June 6, 2025




Medication Assisted
Treatment Protocol

16 CCR § 1746.6



Proposal to Add CCR Section 1746.6 Pharmacist Provided Medication-Assisted
Treatment

(a) A pharmacist may initiate, modify, administer, or discontinue medication-assisted
tfreatment pursuant to Section 4052(a)(14) consistent with all relevant provisions of
federal law and shall satisfy the requirements of this section.

1.

The pharmacist possesses appropriate education and training to provide such
tfreatment consistent with the established standard of care used by other health
care practitioners providing medication-assisted treatment including nationally
accepted guidelines.

The pharmacist must ensure a confidential patient care area is used to provide
the services. The patient may not waive consultation.

Assessment of the substance use disorder is performed including physical and
laboratory examinations for signs and symptoms of substance use disorder. Initial
assessment may be waived if the patient is referred to the pharmacist for
treatment following diagnosis by another health care provider.

Development of a treatment plan for substance use disorder including referral to
medical services, case management, psychosocial services, substance use
counseling, and residential treatment is provided as indicated.

Documentation of the pharmacist’'s assessment, clinical findings, plan of care,
and medications dispended and administered will be documented in a patient
record system and shared with a patient’s primary care provider or other
prescriber, if one if identified.

A pharmacist performing the functions authorized in this section shall do so in
collaboration with other health care providers.

(b) For purposes of this section medication assisted freatment includes any medication
used to treat a substance use disorder.



Central Fill
Pharmacies
16 CCR § 17074



DEPARTMENT OF CONSUMER AFFAIRS
Title 16. Board of Pharmacy

PROPOSED REGULATORY LANGUAGE
Central Fill Pharmacies

Proposed changes to the current regulation language are shown by strikethrough for
deleted language and underline for added language.

Amend Section 1707.4 to Article 2 of Division 17 of Title 16 of the California Code
of Regulations to read as follows:

8 1707.4. Procedures for Refill Central Fill Pharmacies.

(a) For purposes of this section, a central fill pharmacy is defined as a California-
licensed pharmacy that, pursuant to a contract or on behalf of a pharmacy under
common ownership, prepares and packages prescriptions for another pharmacy to
dispense to the patient.

(b) For the purposes of this section, the originating pharmacy is defined as the
pharmacy that received the patient’s initial prescription and dispenses the medication to
the patient.

(c) A central fill pharmacy located in California and licensed by the Bboard may process
a request for refill-of-a prescription medication received by a another pharmacy-within
this-state, provided:

(1) The pharmacy that is to refill the preseription medication either has a contract with
the pharmacy which received the prescription or has the same owner as the other
pharmacy.

(2) The prescription container:

(A) is clearly labeled with all information required by Ssections 4076 _and 4076.5 of the
Business and Professions Code; and

(B) as applicable, clearly shows the name and address of the pharmacy refilling the
preseription medication andfor the name and address of the pharmacy which receives
the refiled-preseription medication to dispense to the patient. Nothing in this subsection
should be interpreted as preventing inclusion of the name and address of both
pharmacies.

(3) The patient is provided with written information indicating that the prescription was
filled at a central fill pharmacy, and written information, either on the prescription label or
with the prescription container, that describes which pharmacy to contact if the patient
has any questions about the prescription or medication.

(4) Both pharmacies maintain complete and accurate records-eftherefill, including:

(A) the name of the pharmacist who refilled the prescription;

(B) the name of the pharmacy refilling the prescription; and

(C) the name of the pharmacy that received the prescription refillreguest.

(5) The pharmacy which refills the prescription and the pharmacy te-which receives the
refilled prescription is-previded for dispensing to the patient shall each be responsible
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for ensuring the order has been properly filled. Pharmacists working at the originating
pharmacy may perform final product verification prior to dispensing, including through
review of images of the final product in lieu of physical visual verification. A pharmacist
shall not be required to perform final product verification where product verification by a
pharmacist is performed at the time of stocking the automated dispensing device, if the
dispensing device is not further accessed by pharmacy personnel, and the medication is
dispensed into a labeled container (with a label that meets the requirements set forth in
section 1707.5 of this Article).

(6) The originating pharmacy is responsible for compliance with the requirements set
forth in Ssections 1707.1, 1707.2, and 1707.3 of the California Code of Regulations.

NOTE: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4063, 4076, 4076.5, 4081, and 4333, Business and Professions Code.
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Attachment 4



Discussion and Consideration of Board Regulations

Regulation Timeline

XV.b.4. Board-Approved Regulations — Board Staff Drafting Initial Rulemaking

Documents

Proposed Reqgulation to Amend Title 16 CCR section 1715.1 Related to

Automated Drug Delivery Systems Self-Assessment

Timeline:
Approved by the Board on April 25, 2024
Amendments Approved by the Board on April 10, 2025

i. Proposed Reqgulation to Amend Title 16 CCR section 1750 and 1750.1

Related to Qutsourcing Facilities

Timeline:

Approved by Board: October 26, 2022

Submitted to DCA for Pre-Notice Review: February 6, 2023
Returned to Board staff for Review: April 16, 2024



Automated Drug
Delivery Systems
Self-Assessment
16 CCR §1715.1



Title 16. Board of Pharmacy
Order of Adoption

Proposal to amend §1715.1 of Article 2 of Division 17 of Title 16 of the California
Code of Regulations to read as follows:

§ 1715.1. Self-Assessment of an Automated Drug Delivery System by the Pharmacist-
in-Charge.

(a) The pharmacist-in-charge of each automated drug delivery system as defined under
section 4119.11, 4187.5 or section 4427.3 of the Business and Professions Code
(BPC) shall complete a self-assessment of the pharmacy's compliance with federal
and state pharmacy law. The assessment shall be performed arrually before July 1
of every odd-numbered year. The primary purpose of the self-assessment is to
promote compliance through self-examination and education.

(b) In addition to the self-assessment required in subdivision (a) of this section, the
pharmacist-in-charge shall complete a self-assessment within 30 days whenever:
(1) A new automated drug delivery system license has been issued.

(2) There is a change in the pharmacist-in-charge;-and-he-orshe-becomes-the-new

(3) There is a change in the licensed location of an automated drug delivery system
to a new address.

(c) A pharmacist-in-charge of an automated drug delivery system shall assess the
system's compliance with current laws and regulations by using the components of
Form 17M-112 (Rev 12/4823) entitled “Automated Drug Delivery System Self-
Assessment”. Form 17M-112 shall be used for all automated drug delivery systems
and is hereby incorporated by reference.

(1) The pharmacist-in-charge shall provide identifying information about the
underlying operating pharmacy including:

(A) Name and any license number(s) of the underlying pharmacy and their
expiration date(s);

(B) Address, phone number, and website address, if applicable, of the underlying
pharmacy;

(C) DEA registration number, expiration date, and date of most recent DEA
inventory;

(D) Hours of operation of the pharmacy; and

(E) ADDS license number, address, and hours of operation.

(2) The pharmacist-in-charge shall respond “yes”, “no”, or “not applicable” (N/A)
about whether the automated drug delivery system is, at the time of the self-
assessment, in compliance with laws and regulations that apply to that pharmacy
setting.

(3) For each “no” response, the pharmacist-in-charge shall provide a written
corrective action or action plan to come into compliance with the law.

(4) The pharmacist-in-charge shall initial each page of the self-assessment with
original handwritten initials in ink or digitally signed in compliance with Civil Code
Section 1633.2(h) on the self-assessment form.
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(5) The pharmacist-in-charge shall certify on the last page of the self-assessment
that he-ershe-has they have completed the self-assessment of the automated
drug delivery system of which he-ershe-is they are the pharmacist-in-charge.
The pharmacist-in-charge shall also certify a timeframe within which any
deficiency identified within the self-assessment will be corrected and
acknowledge that all responses are subject to verification by the Board of
Pharmacy. The certification shall be made under penalty of perjury of the laws of
the State of California that the information provided in the self-assessment form
is true and correct with an original handwritten signature in ink or digitally signed
in compliance with Civil Code Section 1633.2(h) on the self-assessment form.

(6) The automated drug delivery system owner shall certify on the final page of the
self-assessment that he-or-she they have has read and reviewed the completed
self-assessment and acknowledges that failure to correct any deficiency
identified in the self-assessment could result in the revocation of the automated
dispensing drug delivery system's license issued by the board. This certification
shall be made under penalty of perjury of the laws of the State of California with
an original handwritten signature in ink or digitally signed in compliance Civil
Code Section 1633.2(h) on the self-assessment form.

(d) Each self-assessment shall be completed in its entirety and kept on file in the
underlying pharmacy for three years after it is performed. The completed, initialed,
and signed original must be readily available for review during any inspection by the
board.

(e) Any identified areas of noncompliance shall be corrected as specified in the
assessment.

(f) The pharmacist-in-charge of a hospital using more than one unlicensed automated
drug delivery system as authorized in BPC section 4427.2(i) may complete a single
self-assessment of the hospital’s compliance with federal and state pharmacy law for
all automated drug delivery systems under the following conditions:

(1) The mechanical devices used as part of the automated drug delivery system to
store, dispense, or distribute dangerous drugs are of the same manufacturer and
controlled by the same software system on a single server;

(2) The same policies and procedures required by Section 4427.2 of the BPC are
used; and

(3) All mechanical devices for which the single consolidated self-assessment applies
shall be listed with license nhumber and expiration date as part of the self-
assessment.

(9) The pharmacist-in-charge of a licensed correctional pharmacy using more than one
licensed automated drug delivery system at a single institution in compliancewith
federal and state pharmacy law may complete a single consolidated self-
assessment for all automated drug delivery systems licensed to the correctional
pharmacy under the following conditions:

(1) The mechanical devices used as part of the automated drug delivery system to
store, dispense, or distribute dangerous drugs are of the same manufacturer and
controlled by the same software system on a single server;

(2) The same policies and procedures required by Section 4427.2 of the BPC are
used; and
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(3) All mechanical devices for which the single consolidated self-assessment applies
shall be listed with license number and expiration date as part of the self-

assessment.

Note: Authority cited: Sections 4119.11 and 4427.7, Business and Professions Code.
Reference: Sections 4001.1, 4008, 4017.3, 4021, 4022, 4036, 4037, 4038, 4040, 4050,
4051, 4052, 4059, 4070, 4076, 4081, 4101, 4105, 4107, 4113, 4117.3, 4119.1, 4119.11,
4125, 4126, 4180, 4186, 4305, 4330, 4332, 4333, 4400, 4427, 4427 1, 4427 .2, 4427 .3,
4427 .4, and-4427.5, 4427.6, and 4427.7, Business and Professions Code; and Section

16.5, Government Code.
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California State Board of Pharmacy Business, Consumer Services and Housing Agency
2720 Gateway Oaks Drive, Ste. 100 Department of Consumer Affairs
Sacramento, CA 95833 Gavin Newsom, Governor
Phone: (916) 518-3100 Fax: (916) 574-8618

www.pharmacy.ca.gov

LEGEND: Proposed changes made to the current regulation language are shown by deuble-strikethrough
for deleted language and double underline for added language.

AUTOMATED DRUG DELIVERY SYSTEM SELF-ASSESSMENT

Business and Professions Code (BPC) section 4427.7(a) requires that the pharmacy holding an automated
drug delivery system (ADDS) license complete as-aaauata self-assessment, performed pursuant to
section 1715.1 of Title 16 of the California Code of Regulations, evaluating the pharmacy’s compliance
with pharmacy law relating to the use of the ADDS. The assessment shall be performed before July 1 of
every odd-numbered year by the pharmacist-in-charge of each pharmacy under BPC sections 4029
(Hospital Pharmacy) or seetien=4037 (Pharmacy). The pharmacist-in-charge (PIC) must also complete a
self-assessment within 30 days whenever; (1) a new automated drug deI|very system permlt has been
issued, e#(Z) thereis a change in the pharmacist-in-charge-aae-ks A = =

203 g s, or (3) there is a change in the licensed Iocatlon of an automated
drug dellvery system to anew address The primary purpose of the self-assessment is to promote
compliance through self-examination and education. All information regarding operation, maintenance,
compliance, error, omissions, or complaints pertaining to the ADDS shall be included in this Self-
Assessment.

All references to Business and Professions Code (BPC) are to_Division 2, Chapter 95Rivisien=2; California
Code of Regulations (CCR) are to Title 16; and Code of Federal Regulations (21 CFR) to Title 21 unless
otherwise noted.

The self-assessment must be completed, and the signed original must be readily available and retained in
the pharmacy for three (3) years after performed.

Note: For a hospital pharmacy operating an AUDS pursuant to BPC 4427.2(i) the exemption only applies
to the licensure requirements for the AUDS. The hospital pharmacy is required to comply with all other
requirements including completing the ADDS Self-Assessment pursuant to BPC 4427.7(a). The PIC may
complete a single self-assessment for all ADDS, if the mechanical devices used are the same
manufacturer, are controlled by the same software system on a single server and use same policies and
procedures. Attach a list of all unlicensed ADDS, their locations and hours of operation. [CCR 1715.1(f)]

Note: For a licensed correctional pharmacy operating more than one licensed automated drug delivery
system at a single institution, the PIC may complete a single consolidated self-assessment for all licensed
ADDS, if the mechanical devices used are the same manufacturer, are controlled by the same software
system on a single server and use the same policies and procedures. Attach a list of all licensed ADDS and
include the ADDS license number, manufacturer and model number. [CCR 1715.1(g)]

17M-112 (Rev. £2483/24) Page 1 of 45 PIC Initials



Please mark the appropriate box for each item. If “NO”, enter an explanation and timeframe when the
deficiency will be completed on the “CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE”
lines at the end of the section. If more space is needed, you may add additional sheets.

Pharmacy Name:

Address:

City: Zip Code:

Phone: Fax number:

Website:

Pharmacy License #: Expiration (Exp) Date:

DEA Registration #: DEA Expiration Date: DEA Inventory Date:
Last €2 Controlled Substance (CS) Inventory Reconciliation Date (CCR 1715.65(c)):

Pharmacy Hours: M-F: Saturday Sunday

PIC: RPH#

PIC Email:
ADDS License #: ADDS Expiration Date:

(Attach additional sheets if necessary)
ADDS Address:

City: Zip Code:

ADDS Hours: M-F: Saturday Sunday

Please explain if the ADDS hours are different than the pharmacy:

Reason for completing self-assessment:

L1 Performing self-assessment before July 1 of every odd-numbered year. [BPC 4427.7, CCR
1715.1(a)]

[ Completing a self-assessment within 30 days when a new ADDS license was issued. [BPC
4427.7, CCR 1715.1(b)(1)]

[l Completing a self-assessment within 30 days when there was a change in PIC. [BPC
4427.7, CCR 1715.1(b)(2)]

[l Completing a self-assessment within 30 days when there was a change in the licensed
location of an ADDS to a new address. [BPC 4427.7, CCR 1715.1(b)(3)]

FOR ALL TYPES OF ADDS: COMPLETE SECTIONS 1,2 AND 3

SECTION 1: DEFINITIONS/TYPE OF ADDS DEVICE USED

An ADDS - “Automated drug delivery system,” a mechanical system that performs operations or
activities other than compounding or administration, relative to storage, dispensing, or distribution
of drugs. An ADDS, shall collect, control, and maintain all transaction information to accurately track
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the movement of drugs into and out of the system for security, accuracy, and accountability. [BPC
4119.11(b)(1), 4017.3(a)]

IDENTIFY THE TYPE OF ADDS DEVICE USED
Yes No N/A

OO0 1.1. The pharmacy uses an APDS — “Automated PATIENT dispensing system,” an ADDS for
storage and dispensing of prescribed drugs directly to the patients pursuant to prior
authorization by a pharmacist. [BPC 4119.11(b)(2), 4017.3(c)]

OO0 1.2 The pharmacy uses an AUDS — “Automated UNIT DOSE system,” an ADDS for the storage
and retrieval of unit dose drugs for administration to patient by persons authorized to perform
these functions. [BPC 4119.11(b)(3), 4017.3(b)]

OO 1.3 The pharmacy uses an AUDS — “Automated UNIT DOSE system,” an ADDS for the storage
and retrieval of unit dose drugs for administration and dispensing to patients by a physician in a
drug room or hospital emergency room when the pharmacy is closed. [BPC 4427.2(i),4427.65,
BRE 4056, BR&-4068]

SECTION 2: LOCATION OF DEVICES
Yes No N/A

OO 2.1 provides pharmacy services to the patient of covered entities, as defined that are eligible for
discount drug programs under federal law as specified through the use of an APDS as defined.
The APDS need not be at the same location as the underlying operating pharmacy if all the
specific conditions are met. “Covered entity” as defined by section 256b of Title 42 of United
Sates Code. [BPC 4119.11(a)=ta38)]

OO 2.2 Provides pharmacy services through an ABBSAPDS adjacent to the secured pharmacy area
of the pharmacy holding the ADDS license. [BPC 4427.3(b)(1)]

OO 2.3 Provides pharmacy services through an ABBSAUDS in a health facility licensed pursuant to

section 1250 of the Health and Safety Code (HSC)H{engTterm-Care-LFCH that complies with
section 1261.6 of the Health and Safety Code. [BPC 4427.3(b)(2), HSC 1250, HSC 1261.6]

OO 2.4 Provides pharmacy services through an AUDS in a clinic licensed pursuant to section 1204 or
1204.1 of the Health and Safety Code, or section 4180 or 4190 of Business and Professions
Code. [BPC 4427.3(b)3)]

OO0 2.5 Provides pharmacy services through a correctional clinic. [BPC 4187.1, 4427.3(b)(4)]

OO0 2.6 Provides pharmacy services through a medical office or other location where patients are

regularly seen for purposes of diagnosis and treatment, and the APDS is only used to dispense

dangerous drugs and dangerous devices to patients of the practice. [BPC 4427.3(b)(5),
4427.6(j)]

17M-112 (Rev. $24483/24) Page 3 of 45 PIC Initials



OO 2.7 AUDS operated by a licensed hospital pharmacy, as defined in section 4029 of the Business
and Professions Code, and is used solely to provide doses administered to patients while in a
licensed general acute care hospital facility or a licensed acute psychiatric hospital facility, as
defined in subdivision (a) and (b) of section 1250 of the Health and Safety Code, shall be
exempt from the requirement of obtaining an ADDS license, if the licensed hospital pharmacy
owns or leases the AUDS and owns the dangerous drugs and dangerous devices in the AUDS.
The AUDS shall comply with all other requirements for an ADDS in Article 25_of the Business
and Professions Code. The licensed hospital pharmacy shall maintain a list of the locations of
each AUDS it operates and shall make the list available to the board upon request. [BPC
4427.2(i)]

LICIC] 2.8 AUDS operated by a licensed hospital that contains 100 beds or fewer (Drug Room), as
defined in section 4056 of the Business and Professions Code, is used to provide doses

administered to patients while in a licensed general acute care hospital and to dispense drugs
to outpatients: [BPC 4056(f h), 4427.2(i
[] 2.8.1. Only if the physician determines that it is in the best interest of the patient that a

particular drug regimen be immediately commenced or continued.

[] 2.8.2. The physician reasonably believes that a pharmacy located outside the hospital is not
available and accessible at the time of dispensation to the patient within 30 minutes of the
hospital pharmaceutical services or within a 30-mile radius from the hospital
pharmaceutical services by means of the method of transportation the patient states that

they intend to use.
[] 2.8.3. The quantity dispensed to any outpatient is limited to the amount necessary to

maintain uninterrupted therapy during the period when the pharmaceutical services
outside the hospital are not readily available or accessible and does not exceed a 72-hour
supply. [BPC 4056, 4427.2(i)]

Yes No N/A

LICIC] 2.9 AUDS located in the emergency room operated by a licensed hospital pharmacy, as
defined in subdivisions (a) and (b) of section 4029 of the Business and Professions Code, and is

used solely to provide doses administered to patients while in a licensed general acute care
hospital facility or a licensed acute psychiatric hospital facility, as defined in subdivisions (a) and

(b) of section 1250 of the Health and Safety Code, and to dispense to an emergency room
patient if: [BPC 4068, 4427.2(i), HSC 11165(a)]

[1 2.9.1. The hospital pharmacy is closed and there is no pharmacist available in the hospital.
[1 2.9.2. The drug is acquired by the hospital pharmacy.

L1 2.9.3. The dispensing information is recorded and provided to the pharmacy when the
pharmacy reopens.

L1 2.9.4. The hospital pharmacy retains the dispensing information and, if the drug is a
schedule I, schedule lll, or schedule IV controlled substance and dispensing information is
reported to the Department of Justice pursuant to section 11165 of the Health and Safety
Code.

[1 2.9.5. The prescriber determines it is in the best interest of the patient that a particular drug
regimen be immediately commenced or continued and the prescriber reasonably believes a
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pharmacy located outside the hospital is not available and accessible at the time of
dispensing to the patient.

L] 2.9.6. The quantity of drugs dispensed to any patient pursuant to this section is limited to
the amount necessary to maintain uninterrupted therapy during the period when pharmacy
services outside the hospital are not readily available or accessible, but shall not exceed a
72-hour supply.

Note: Licensure of AUDS operated under these provisions is required.

LICIC]  2.10 An AUDS may be located and operated in a facility licensed in CA with the statutory
authority to provide pharmaceutical services. [BPC 4427.65(a)(1)]
Type of Facility:

Statutory authority to provide pharmaceutical services (List code section):

Yes No N/A

UIOIC] 2.11 An AuDS may be located and operated in a jail, youth detention facility, or other
correctional facility where drugs are administered within the facility under the authority of
the medical director. [BPC 4427.3(b)(6), BPC 4427.65(a)(2)]

Type of Facility:
Statutory authority for type of Facility (List code section):

Please Note: An ADDS license is not required for technology, installed within the secured
licensed premises area of a pharmacy, used in the selecting, counting, packaging, and labeling
of dangerous drugs and dangerous devices. [BPC 4427.2(j)]

SECTION 3: GENERAL REQUIREMENTS FOR ALL TYPES OF ADDS
(Answer N/A if licensure not required)

Yes No N/A

OO0 3.1 The ADDS is installed, leased, owned, or operated in California and is licensed by the board.
[BPC 4427.2(a), 4427.4(a)]

OO0 3.2 The ADDS license was issued to a holder of a current, valid, and active pharmacy license of
a pharmacy located and licensed in California. [BPC 4427.2(b)]

OO0 3.3 Each ADDS has a separate license. [BPC 4427.2(c)]
OO0 3.4 The licensed ADDS meets the following conditions: [BPC 4427.2(d)]

3.4.1. Use of the ADDS is consistent with legal requirements.

3.4.2. The proposed location for installation of the ADDS meets the requirements of
section 4427.3 and the ADDS is secure from access and removal by unauthorized
individuals.

3.4.3. The pharmacy’s policies and procedures related to the ADDS include appropriate
security measures and monitoring of the inventory to prevent theft and diversion.

(i

(]
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[0 3.4.4. The pharmacy’s policy and procedures include provisions for reporting to the board

drug losses from the ADDS inventory, as required by law.
Yes No N/A

OO0 3.5 A prelicensure inspection was conducted within 30 days of a completed application for the
ADDS license at the proposed location(s). [BPC 4427.2(e)]
List dateés} of pre-license inspectionés}:

OO 3.6 The pharmacy is aware a relocation of an ADDS shall require a new application for licensure.
[BPC 4427.2(e), 4119.11(a)(9)]

OO 3.7. The pharmacy is aware a replacement of an ADDS shall require notification to the board
within 30 days. [BPC 4427.2(e), 4119.11(a)(9)]

OO0 3.8 The pharmacy is aware the ADDS license will be canceled by operation of law if the
underlying pharmacy license is not current, valid, and active. Upon reissuance or reinstatement
of the underlying pharmacy license, a new application for an ADDS license is submitted to the
board. [BPC 4427.2(f), 4119.11(a)(10)]

OO0 3.9 The pharmacy is aware the holder of an ADDS license will advise the board in writing within
30 days if use of an ADDS is discontinued. [BPC 4427.2(g), 4119.11(a)(11)]

OO0 3.10 The ADDS licenseds) isfwere renewed annually, and the renewal date is the same as the
underlying pharmacy license. [BPC 4427.2(h)]

OO0  3.11 The ADDS is placed and operated inside an enclosed building, with a premises address, at a
location approved by the board. [BPC 4427.3(a)]

OO0  3.12 Prior to installation, the pharmacy holding the ADDS license and the location where the
ADDS is placed pursuant to subdivision (b) of Business and Professions Code section 4427.3,
jointly developed and implemented written policies and procedures to ensure safety, accuracy,
accountability, security, patient confidentiality, and maintenance of the ADDS, as well as
quality, potency, and purity of the drugs and devices. The policies and procedures are
maintained at the location of the ADDS and at the pharmacy holding the ADDS license.

[BPC 4427.3(c)]

OOO  3.13 Each ADDS is operated under the supervision of the pharmacy holding the ADDS license.
[BPC 4427.4(b)]

OO0  3.14 The ADDS is considered an extension and part of the pharmacy holding the ADDS license,
regardless of the ADDS location, and is subject to inspection pursuant to BPC section 4008.
[BPC 4427.4(c)]
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Yes No N/A

OO 3.15 Drugs and devices stored in an ADDS will be deemed part of the inventory and the
responsibility of the pharmacy holding the ADDS license, and the drugs and devices dispensed
from the ADDS shall be considered to have been dispensed by the pharmacy. [BPC 4427.4(d)]

OJCIO  3.16 The stocking and restocking of an ADDS is performed by a pharmacist, or by a pharmacy
technician or intern pharmacist under the supervision of a pharmacist, except for an ADDS
located in a health facility pursuant to HSC 1250, where the stocking and restocking of the
ADDS may be performed in compliance with HSC 1261.6. [BPC 4427.4(e)(1)]

OJCI0  3.17 Access to the ADDS is controlled and tracked using an identification or password system or
biosensor. [BPC 4427.4(e)(2),4427.65(c)(5)(D), HSC 1261.6(f)(4)]

OO 3.18 The ADDS makes a complete and accurate record of all transactions including all users
accessing the system and all drugs added to, or removed from, the system. [BPC 4427.4(e)(3),
BPC 4427.65(c)(5)(E), BPC 4119.11(f), HSC 1261.6(f)(5)]

OO 3.19 Are drugs or devices not immediately transferred into an ADDS upon arrival at the ADDS
location; stored for no longer than 48 hours in a secured room within the ADDS location
approved by the board under section 4427.3 of the Business and Professions Code, and, upon
retrieval of the dangerous drugs and dangerous devices from the secured storage, is an
inventory taken to detect any losses or overages? [BPC 4427.4(f)]

LI 3.20 Prior to installation, and annually thereafter, the pharmacy holding the ADDS license
provides training on the operation and use of the ADDS to the pharmacy personnel and to
personnel using the ADDS at the location where the ADDS is placed pursuant to BPC 4427.3(b).
[BPC 4427.5]

OO 3.21 The pharmacy complies with all recordkeeping and quality assurance requirements
established in pharmacy law and regulations, and maintains records within the licensed
pharmacy holding the ADDS license and separate from other pharmacy records.

[BPC 4427.7(b), BPC 4427.7(b)]

LICIC]  3.22 The record of quality assurance review, as provided in California Code of Regulation
section 1711(e), is immediately retrievable in the pharmacy for at least one year from the date
the record was created. [CCR 1711(f)]

CICJC]  3.23 An investigation of each medication error shall commence as soon as is reasonably
possible, but no later than 2 business days from the date the medication error is discovered.
The pharmacy will submit to the board any quality assurance record related to the use of a
licensed ADDS within 30 days of completion of the quality assurance review. Any facility with
an unlicensed ADDS must report the quality assurance review to the board at the time of
annual renewal of the pharmacy’s license. [CCR 1711(d), CCR 1711 (f)]
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Yes No N/A
LICIL]  3.24 The pharmacy’s inventory reconciliation report prepared at least once every three months

for federal Schedule Il controlled substances, includes the federal Schedule Il controlled
substances stocked in the ADDS. [CCR 1715.65(a)(1)]

OICI0  3.25 The pharmacy’s inventory reconciliation report prepared at least once every 12 months for
alprazolam 1mg/unit, alprazolam 2mg/unit, Tramadol 50mg/unit and promethazine/codeine

6.25mg/10mg/5ml, includes these controlled substances stocked in the ADDS. [CCR

1715.65(a)(2)]

OICI0  3.26 Inventory activities are performed at least once every two years from the performance of
the last inventory activities for each controlled substance that is not listed as a federal Schedule
Il controlled substance, alprazolam 1mg/unit, alprazolam 2mg/unit, tramadol 50mg/unit and
promethazine/codeine 6.25mg/10mg/5ml and includes the controlled substances stocked in
the ADDS. [CCR 1715.65(a)(3)(B)]

OICI0  3.27 For any controlled substance stocked in the ADDS that is not a federal Schedule Il
controlled substance, alprazolam 1mg/unit, alprazolam 2mg/unit, tramadol 50mg/unit and
promethazine/codeine 6.25mg/10mg/5ml, the pharmacy prepares an inventory reconciliation

report for the identified loss of that controlled substance in the ADDS no later than three
months after the discovery of the reportable loss and is completed if the loss is discovered

either by the inventory activities as identified in Section 3.26 above or any other manner. [CCR

1715.65(a)(3)(A)]

LICI0]  3.28 A physical count, not an estimate, of the federal controlled substances in the ADDS is
taken for the inventory reconciliation reports, except for an inpatient hospital pharmacy or
licensed correctional pharmacy where the inventory in the ADDS may be accounted for using

means other than a physical count. [CCR 1715.65(c)(1), CCR 1715.65(h)]

LICI0]  3.29 The PIC or the consulting pharmacist for a licensed clinic reviews all inventory activities
performed and inventory reconciliation reports prepared in accordance with CCR 1715.65 and
has established and maintained secure methods to prevent losses of federal controlled

substances. [CCR 1715.65(b)]

OICI00  3.30 The pharmacy has written policies and procedures developed for performing the inventory
activities and preparing the inventory reconciliation reports in accordance with CCR 1715.65
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that includes the inventory of federal controlled substances stored in the ADDS. [CCR
1715.65(b)]

OCJ0  3.31 The original board-issued ADDS permit and current renewal are posted at the ADDS
premise, where they may be clearly read by the public. [BPC 4058]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

CHECK OFF THE TYPE OF ADDS USED BY THE PHARMACY AND COMPLETE THE FOLLOWING
SECTION(S) AS IT APPLIES TO THE TYPE OF ADDS THE PHARMACY IS USING.

Please Note: The Pharmacist-in-Charge of the pharmacy and the pharmacy owner or hospital
administrator of the ADDS shall sign the Certification Acknowledgment on page 33 48 after
completing the assessment.

[0 SECTION 4: =APDS used to provide pharmacy service to covered entities and medical
professionals contracted with a covered entity.

[0 SECTION 5: =ABBS

APDS adjacent to the secured pharmacy areates

APDS located in a Medical Offices

APDS located where patients are regularly seen for purposes of diagnosis and treatment

to only be used for patients of the practice

APDS located at a clinic pursuant to HSC 1204, 1204.1, BPC 4180, or 4190.

(]

SECTION 6: =ADDS in a health faC|I|ty pursuant to HSC 1250 that complles with HSC 1261 6.

SECTION 87.— ADDS operated by a correctlonal cI|n|c pursuant to BPC 4187 1, 4427 3(b)(6)

or 4427.65(a)(2).
SECTION £8:

e Hospital Pharmacy: AUDS used for dispensing pursuant to BPC 4068 ¢when the hospital
pharmacy is closed and no pharmacist is available}.

O

Hl:l

e Drug Room: AUDS used for dispensing pursuant to BPC 4056.

(]

SECTION 9:
e AUDS through a facility licensed in California with statutory authority to provide
pharmaceutical services (or)

e AUDS through a jail, youth detention facility, or other licensed correctional facility
where drugs are administered within the facility under the authority of the medical

director pursuant to BPC 4187.1, 4427.3(b)(6), or 4427.65(a)(2).
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Yes No N/A

ofan

ofan

o0

ofan

ofan

ofan

Yes No N/A

ofan

SECTION 4: APDS USED TO PROVIDE PHARMACY SERVICES TO COVERED ENTITIES AND
MEDICAL PROFESSIONALS CONTRACTED WITH A COVERED ENTITY

A. GENERAL REQUIREMENTS

4.1 A Covered Entity May Contract with Pharmacy to Provide Services. The operating pharmacy
providing pharmacy services to the patients of the covered entity, including, unless prohibited
by any other law, patients enrolled in the Medi-Cal program, shall be under contract with the
covered entity as described in BPC section 4126 to provide those pharmacy services through
the use of the APDS. [BPC 4119.11(a)(2)]

4.2 Contracts between the covered entities and the pharmacy shall comply with the guidelines
published by the Health Resources and Services Administration and are available for inspection
by Board during normal business hours. [BPC 4126(a)]

4.3 Drugs purchased and received pursuant to section 256b of Title 42 of the United States
Code (USC) shall be segregated from the pharmacy’s other drug stock by physical or electronic
means. [BPC 4126(b)]

4.4 All records of acquisition and disposition of these drugs shall be readily retrievable in a form
separate from the pharmacy’s other records. [BPC 4126(b)]

4.5 The drugs shall be returned to the distributor from which the drugs were obtained if drugs
to be dispensed to patient of a covered entity pursuant to section 256b of Title 42 USC cannot
be distributed because of a change in circumstances of the covered entity or the pharmacy.
[BPC 4126(c)]

4.6 A licensee that participates in a contract to dispense preferentially priced drugs pursuant to
this section shall not have both a pharmacy and a wholesaler license. [BPC 4126(d)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

B. UNDERLYING OPERATING PHARMACY

4.7 The operating pharmacy has obtained a license from the Board to operate the APDS which
includes the address of the APDS location and the identity of the covered entity or affiliated
site. [BPC 4119.11(a)(1)]
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Yes No N/A

LIOIC  4.98 A prelicensure inspection of the proposed APDS location was conducted by the Board
within 30 days after Board receipt of the APDS application before Board approval. [BPC
4119.11(a)(9)]

Date of Inspection:

OanO 4.943 The pharmacy does not have more than 15 APDS licenses for one underlying operating
pharmacy under this section. [BPC 4119.11(d)(10),.4427.6(k)] List of current APDS licenses:

1. 2.
3 4,
5 6.
7 8.
9 10.
11. 12.
13. 14.
15.
¥Yes-No-MN/A

OanO 4.10%4 The operating pharmacy will maintain the written APDS policies and procedures for 3
years after the last date of use for that APDS. [BPC 4119.11(d)(11), CCR 1713(f)]
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Yes No N/A

o0

4.1145 The operating pharmacy of an APDS has completed a# ssauat biennial Self-Assessment
pursuant to CCR 1715.1 or BPC 4427.7(a) evaluating the pharmacy’s compliance with pharmacy
law relating to the use of the APDS. [BPC 4119.11(i)]

Date of Last Self-Assessment:

Reason: [ Biennial; [1New ADDS; L1 Change in PIC; [1 Change in location of ADDS

ofan

Yes No N/A

o0

o0

17M-

S8

4812 The underlying operating pharmacy is solely responsible for: [BPC 4119.11(a)(5), (6)]

4.12.1 The security of the APDS. [BPC 4119.11(a)(5)]

4.12.2 The operation of the APDS. [BPC 4119.11(a)(5)]

4.12.3 The maintenance of the APDS. [BPC 4119.11(a)(5)]

4.12.4 The training regarding the operation and use of the APDS for both the pharmacy
and covered entity personnel using system. [BPC 4119.11(a)(6)]

Oooio

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE:

C. PHARMACIST RESPONSIBILITIES

4.193 The operation of the APDS is under the supervision of a licensed pharmacist acting on
behalf of the operating pharmacy. [BPC 4119.11(a)(7)]. Note: The pharmacist need not be
physically present at the site of the APDS and may supervise the system electronically.

4.2814 The pharmacist performs the stocking of the APDS or if the APDS utilizes removable
pockets, cards, drawers, similar technology, or unit of use or single dose containers are used,
the stocking of the APDS may be done outside of the facility if the following conditions are met:
[BPC 4119.11(g)]
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ofan

ofan

Yes No N/A

ofan

(m

4.2814.1. A pharmacist, intern pharmacist or pharmacy technician working under the
supervision of the pharmacist may place drugs into the removeable pockets, cards, drawers,
similar technology, or unit of use or single dose containers. [BPC 4119.11(g)(1)]

4.2814.2. Transportation of removeable pockets, cards, drawers or similar technology o8r
unit of use or single dose container between the pharmacy and the facility are in a tamper-
evident container. [BPC 4119.11(g)(2]

4.2814.3. There are policies and procedures to ensure the removeable pockets, cards,
drawers, similar technology, or unit of use or single dose containers are properly placed into
the APDS. [BPC 4119.11(g)(3)]

(]

(m

4 2215 Fre-A pharmacist conducts a monthly review of the APDS including a physical inspection
of the drugs contained within, operation, maintenance, and cleanliness of the APDS, and a
review of all transaction records in order to verify the security and accountability of the APDS.
[BPC 4119.11(h)]

Date of Last Review:

4.2216 The Pharmacist-in-charge of the offsite ADDS/APDS has ensured the following:
[CCR 1715.65(h)]

4.16.1. All controlled substances added to the ADDS/APDS are accounted for;

4.16.2. Access to ADDS/APDS is limited to authorized facility personnel;

4.16.3. An ongoing evaluation of discrepancies or unusual access associated with controlled
substance is performed; and

4.16.4. Confirmed losses of controlled substances are reported to the Board.

IO0Ic

(]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE:

D. DEVICE REQUIREMENTS

4.2317 Access to the APDS is controlled and tracked using an identification or password system
or biosensor. Systems tracked via password shall include a camera that records a picture of the
individual accessing the APDS and the picture must be maintained for a minimum of 180 days.
[BPC 4119.11(e)]
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OO 4.2518 The APDS will collect, control, and maintain all transaction information to accurately
track the movement of drugs into and out of APDS. [BPC 4119.11(c)(1)]

LIOIO  4.2619 The APDS will maintain transaction information in a readily available in downloadable
format for review and inspection by authorized individuals for a minimum of 3 years.
[BPC 4119.11(c)(2)]

LIOIO  4.2220 The APDS may dispense medications DIRECTLY to the patient if all the following are
met: [BPC 4119.11(d)]

0O 4.2#1.1 The pharmacy has developed, aad¢ implemented, and maintained=s written
policies and procedures with respect to all the following and the policies are reviewed

annually: [BPC 4119.11(d)(1)=teb445, CCR 1713(e)]

O

O

o a

(m

Date of Last Policy Review:

(m

4.21.1.1

4.21.1.2

4.21.1.3

4.21.14

4.21.1.5

4.21.1.6

Maintaining the security of the APDS and dangerous drug and devices

within the APDS.

Determining=e and applying inclusion criteria regarding which drugss and
devices are appropriate for placement in the APDS and for which

patients, including when consultation is needed.

Ensuring patients are aware that consultation with a pharmacist is

available for any prescription medication, including those delivered via APDS.
Describing assignment of responsibilities and training of pharmacy personnel,
and other personnel using the APDS at that location, regarding maintenance
and filling procedures for the APDS.

Orienting patients on the use of APDS and notifying patients when expected
medications are not available in the APDS. The pharmacy must ensure the
use of the APDS does not interfere with the delivery of drugs and devices.
Ensuring the delivery of drugs and devices to patients expecting medications
from the APDS in the event that the APDS is disabled or malfunctions.

4.2#1.2 The APDS may only be used for patients who have signed a written consent

demonstrating their informed consent to receive prescribed drugs and devices from the
APDS. Attach a copy of the consent form to the back of the self-assessment. [BPC

4119.11(d)(2)]

(m

4.2#1.3 The gewiee=APDS shall have a means to identify each patient and only release the

identified patient’s drugs and devices to the patient or the patient’s agent. [BPC
4119.11(d)(3), CCR 1713(d)(2)]

[1 4.2#1.4 The pharmacist has performed all clinical services as part of the dispensing process,

including, but not limited to, drug utilization review and consultation. [BPC 4119.11(d)(4)]
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(m

4.2#1.5 Drugs are dispensed from the APDS only upon authorization from the pharmacist
after the pharmacist has reviewed the prescription and the patient’s profile for potentials
contraindications and adverse drug reactions. [BPC 4119.11(d)(5)]

IO

4.271.6 The pharmacist shall consult patients for the first time on all prescribed drugs and
devices dispensed from the APDS. The consultation shall be provided by a Board-licensed
pharmacist via telecommunication link that has two-way audio and video capabilities. [BPC
4119.11(d)(6)]

(m

4.2#1.7 The APDS shall prominently post a notice that provides the name, address and
telephone number of the pharmacy [BPC 4119.11(d)(7)]

00 4.2#1.8 The prescription labels on all drugs dispensed via APDS shall comply with BPC 4076
and CCR 1707.5. [BPC 4119.11(d)(8)]

o0

o0

o0

o0

4.282 The federal warning label prohibiting transfer of controlled substances is on the
prescription container. [21 CFR 290.5]

4.293 Prescriptions are dispensed in a new and child-resistant container, or senior-adult ease-
of-opening tested container, or in a non-complying package only pursuant to the prescriber or
when requested by the purchaser. [15 USC 1473(b), 16 CFR 1700.15, CCR 1717]

4.3824 Patient package inserts are dispensed with all estrogen medications. [21 CFR 310.515]

4.3%25 The pharmacy provides patients with Black Box Warning Information in conformance
with 21 CFR 201.57(c).

4.3226 Medication guides are provided on required medications. [{21 CFR 208.1]3

4.27 The pharmacy uses the APDS to deliver prescription medications to patients provided:

[CCR 1713(d)]

L1 4.27.1. The pharmacist has determined that each patient using the APDS met the inclusion
criteria for use of the APDS established by the pharmacy prior to the delivery of the

prescription medication to the patient.
4.27.2. The APDS has a means to identify each patient and only release the patient’s

|
prescription medications to the patient or patient’s agent.

00 4.27.3. The pharmacy provides an immediate consultation with a pharmacist, either in-
person or via telephone, upon the request of a patient.
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Yes No N/A

00 4.27.4. Any incident involving the APDS where a complaint, delivery error, or omission has
occurred shall be reviewed as part of the pharmacy’s guality assurance program mandated
by Business and Professions Code section 4125.

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

E. RECORD KEEPING REQUIREMENTS

ofan

Yes No N/A

o0

4.3528 Any records maintained electronically must be maintained so that the pharmacist-in-
charge, or the pharmacist on duty if the pharmacist-in-charge is not on duty, must, at all times
during which the licensed premises are open for business, be able to produce a hardcopy and
electronic copy of all records of acquisition and disposition or other drug or dispensing-related
records maintained electronically. [BPC 4105(d)(1)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

F. POLICIES AND PROCEDURES

4.3629 The pharmacy has developed and implemented written policies and procedures with
respect to all the following and the policies are reviewed annually [BPC 4119.11(d)(1), CCR
1713(e)]:

(]
ny

29.1 Maintaining the security of the APDS and dangerous drugs and devices within the
APDS.

Determine and apply inclusion criteria regarding which drugs, devices are
appropriate for placement in the APDS and for which patients, including when
consultation is needed.

Ensuring patients are aware that consultation with a pharmacist is available for any
prescription medication including those delivered via APDS.

Describing assignment of responsibilities and training of pharmacy personnel and
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Yes No N/A

ofan

ofan

Yes No N/A

o0

other personnel using the APDS at that location regarding maintenance and filling
procedures for the APDS.
4.29.5 Orienting patients on use of the APDS and notifying patients when expected
medications are not available in the APDS. The pharmacy must ensure the use of the
APDS does not interfere with the delivery of drugs and devices.
Ensuring the delivery of drugs and devices to patients expecting medications from
the APDS inthe-event if the APDS is disabled or malfunctions.

(m

o
~
ND
©
o

Date of Last Policy Review:

4.3#0 The pharmacy has policies and procedures for security measures and monitoring of the
inventory to prevent theft and diversion. [BPC 4427.2(d)(3)43855¢e}23]

4.381 The pharmacy reports drug losses as required by law. [BPC 4104, 4427.2(d)(4)4365-5¢€},
CCR 1715.6, 21 CFR 1301.76]

Last Reported Drug Loss:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

SECTION 5: ABBS-(Check the Appropriate Box)

APDS ADJACENT TO THE SECURED PHARMACY AREA R
APDS LOCATED IN A MEDICAL OFFICES {2R}
APDS LOCATED WHERE PATIENTS ARE REGULARLY SEEN FOR PURPOSES OF DIAGNOSIS AND

TREATMENT TO ONLY BE USED FOR PATIENTS OF THE PRACTICE4OR})=
APDS LOCATED AT A CLINIC PURSUANT TO HSC 1204 OR 1204.1 OR BPC 4180 OR 4190.

(mfmlm

IO

A.

5.1 The pharmacy maintains the APDS policies and procedures for 3 years after the last date of
use for that APDS. [BPC 4427.6(1),_CCR 1713(f)]

GENERAL REQUIREMENTS
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Yes No N/A

LICIC] 5.2 The pharmacy uses the APDS to deliver prescription medications to patients provided: [CCR

1713(d)]
0 5.2.1. A pharmacist has determined that each patient using the APDS meets inclusion

criteria for use of the APDS established by the pharmacy prior to delivery of prescription
medication to the patient.

00 5.2.2. The APDS has a means of identifying each patient and only release that patient’s
prescription medication to the patient or patient’s agent.

0 5.2.3. The pharmacy provides an immediate consultation with a pharmacist, either in-
person or via telephone, upon the request of a patient.

0 5.2.4. Any incident involving the APDS where a complaint, delivery error, or omission has

occurred shall be reviewed as part of the pharmacy’s quality assurance program mandated
by Business and Professions Code section 4125.

OO 5.3 The pharmacy does not have more than 15 APDS licenses for one underlying operating
pharmacy under this section. [BPC 4427.6(k)] List of current APDS licenses:

2.
3 4.
5 6
7 8.
9 10.
11. 12.
13. 14.

15.
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CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

B. PHARMACIST RESPONSIBILITIES:
Yes No N/A

OO 5.4 A pharmacist licensed by the board performs all clinical services conducted as part of the
dispensing process, including, but not limited to, drug utilization review and consultation.
[BPC 4427.6(d)]

OO 5.5 Drugs are dispensed from the APDS only upon authorization from the pharmacist after the
pharmacist has reviewed the prescription and the patient’s profile for potential

contraindications and adverse drug reactions. [BPC 4427.6(e)]
Yes No N/A

o 5.6

= AII prescrlbed drugs and deV|ces dlsgensed to the Qatlent from th
APDS for the first time are accompanied by a consultation conducted by a California licensed

pharmacist. The consultation shall be provided by a Board licensed pharmacist via
telecommunication link that has two-way audio and video capabilities. [BPC 4427.6(f)]
¥YesNo-N/A
LIOO 5.7 The &pharmacist-in-charge of the offsite ADDS/APDS has ensured the following:
[CCR 1715.65(h)]

0 5.7.1. All controlled substances added to the ADDS/APDS are accounted for;

00 5.7.2. Access to ADDS/APDS is limited to authorized facility personnel;

[ 5.7.3. An ongoing evaluation of discrepancies or unusual access associated with controlled
substance is performed; and

[ 5.7.4. Confirmed losses of controlled substances are reported to the Board.

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE
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C. DEVICE REQUIREMENTS:

Yes No N/A

LIOO  5.248 The APDS may only be used for patients who have signed a written consent
demonstrating their informed consent to receive prescribed drug and devices from the APDS.
Attach a copy of the consent form to the back of the self-assessment. [BPC 4427.6(b)]

LIOO  5.259 The APDS has a means to identify each patient and only release the identified patient’s
drugs and devices to the patient or the patient’s agent. [BPC 4427.6(c)]

LIOO  5.4510 The APDS has a notice, prominently posted on the APDS, which provides the name,
address, and phone number of the pharmacy. [BPC 4427.6(g)]

OanO 5.4#11 Any incident involving the APDS where a complaint, error, or omission occurred is
reviewed as part of the pharmacy’s quality assurance program pursuant to BPC 4125.
[BPC 4427.6(i)]

OanO 5.4812 If the APDS is located and operated in a medical office or other location where patients
are regularly seen for purposes of diagnosis and treatment, the APDS is only used to dispense

dangerous drugs and dangerous devices to patients of the practice. [BPC 4427.6(j)]

OanO 5.2813 The labels on all drugs and devices dispensed by the APDS comply with section 4076 and
with section 1707.5 of Title 16 of the California Code of Regulations. [BPC 4427.6(h)]
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Yes No N/A

o0

ofan

ofan

Yes No N/A

5.2814 The federal warning label prohibiting transfer of controlled substances is on the
prescription container. [21 CFR 290.5]

5.2%15 Prescriptions are dispensed in a new and child-resistant container, or senior-adult ease-
of-opening tested container, or in a non-complying package only pursuant to the prescriber or
when requested by the purchaser. [15 USC 1473[b], 16 CFR 1700.15, CCR 1717]

5.2216 Patient package inserts are dispensed with all estrogen medications. [21 CFR 310.515]

5.2317 The pharmacy provides patients with Black Box Warning Information in conformance
with 21 CFR 201.57(c).

5.2418 Medication guides are provided on required medications. [21 CFR 208.1]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

D. RECORD KEEPING REQUIREMENTS

o0

o0

Yes No N/A

5.2619 The operating pharmacy will maintain records of acquisition and disposition of
dangerous drugs stored in the APDS separate from other pharmacy records. [BPC 4119.11(a)(4)]

5.2#20 Any records maintained electronically must be maintained so that the pharmacist-in-
charge, or the pharmacist on duty if the pharmacist-in-charge is not on duty, must, at all times
during which the licensed premises are open for business, be able to produce a hardcopy and
electronic copy of all records of acquisition and disposition or other drug or dispensing-related
records maintained electronically. [BPC 4105(d)(1)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

E. POLICIES AND PROCEDURES
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Yes No N/A

ofan

Yes No N/A

5.2821 The pharmacy has developed and implemented written policies and procedures with
respect to all the following and the policies are_maintained and reviewed annually: [BPC

4427 .6(a)=44276la)46), CCR 1713(e)]

[0 5.21.1. Maintaining the security of the APDS and dangerous drug and devices within the
APDS,

[0 5.21.2. Determining=e and applying inclusion criteria regarding which drugs_and; devices

are appropriate for placement in the APDS and for which patients.

5.21.3. Ensuring patients are aware that consultation with a pharmacist is available for
any prescription medication including those delivered via APDS.

5.21.4. Describing assignment of responsibilities and training of pharmacy personnel
and other personnel using the APDS at that location regarding maintenance and
filling procedures for the APDS.

5.21.5. Orienting patients on use of APDS and notifying patients when expected
medications are not available in the APDS. The pharmacy must ensure the use of
the APDS does not interfere with the delivery of drugs and devices.

5.21.6. Ensuring the delivery of drugs and devices to patients expecting
medications from the APDS in the event the APDS is disabled or malfunctions.

O

(m

(]

(]

Date of Last Policy Review:

5.2822 The pharmacy reports drug losses as required by law. [BPC 4104, 4427.2(d)(4)4+85-5¢¢},
CCR 1715.6, 21 CFR 1301.76]

Last Reported Drug Loss:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

SECTION 6: ADDS IN A HEALTH FACILITY PURSUANT TO HSC 1250 =tONG-FERM-CARE
EACHHEHESTHAT COMPLIES WITH HSC 1261.6

A. GENERAL REQUIREMENTS

For purposes of this section, “FACILITY” means any health facility licensed pursuant to
subdivisiontel+tel-ertg-efsection 1250 of the Health and Safety Code that has an ADDS
provided by a pharmacy. [HSC 1261.6(a)(2),.1250]

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.
[HSC 1261.6(a)(3)]
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LIOO  6.21The ADDS policies and procedures define access to the ADDS and limits to access to
equipment and drugs. [HSC 1261.6(d)(1)]

OanO 6.42 The pharmacy is responsible for review of drugs contained within the ADDS and the

operation and maintenance of the ADDS. [HSC 1261.6(h)]
CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

B. PHARMACIST RESPONSIBILITIES:
Yes No N/A

OanO 6.53 The stocking of the ADDS is performed by a pharmacist, or, if the ADDS utilizes removable
pockets, cards, drawers, similar technology, or unit of use or single dose containers-=are-ssed,
the stocking system may be done outside the facility and be delivered to the facility if the
following conditions are met: [HSC 1261.6(g)]

0O 6.53.1. The task of placing drugs into the removeable pockets, cards, drawers, or unit or
use or single dose containers is performed by a pharmacist, or by an intern pharmacist or a
pharmacy technician under the direct supervision of a pharmacist. [HSC 1261.6(g)(1)]

[0 6.53.2. The removable pockets, cards, drawers, or unit of use or single dose containers are
transported between the pharmacy and the facility in a secure tamper-evident container.
[HSC 1261.6(g)(2)]

O 6.53.3. The facility, in conjunction with the pharmacy, has developed policies and
procedures to ensure that the removable pockets, cards, drawers, or unit of use or single
dose containers are properly placed into the ADDS. [HSC 1261.6(g)(3)]

N[N 6.64 Individualized and specific access to the ADDS is limited to facility and contract personnel
authorized by law to administer drugs. [HSC 1261.6(c)]

LIOO  6.25 A pharmacist reviews and approves all orders prior to a drug being removed from the
ADDS for administration to a patient. The pharmacist reviews the prescriber’s orders and the
patient’s profile for potential contraindications and adverse drug reactions. [HSC 1261.6(f)(2)]

LICIC] 6.6 A Schedule 1l controlled substance for a patient in a licensed skilled nursing facility or
licensed intermediate care facility is dispensed only after the pharmacist has received:
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0 6.6.1 An orally transmitted prescription for a Schedule |l controlled substance from the
prescriber and only after the pharmacist reduced the prescription to writing in ink in the
handwriting of the pharmacist on a form developed by the pharmacy. The prescription must
contain: [HSC 11167.5(a)]

6.6.1.1. The date the prescription was orally transmitted by the prescriber.

6.6.1.2. The name of the person for whom the prescription was authorized.

6.6.1.3. The name and address of the licensed skilled nursing facility or licensed

intermediate care facility in which the person is the patient.
6.6.1.4. The name and quantity of the controlled substance prescribed.

6.6.1.5. The directions for use, and the name, address, category of the professional
licensure, license number, and federal controlled substance registration number
of the prescriber.

6.6.1.6. The prescription is endorsed by the pharmacist with the pharmacy’s name,
license number, and address.

oo

()

(]

(m

6.6.2 Prior to filling a prescription for a Schedule |l controlled substance that has been

electronically transmitted, the pharmacist has produced, signed, and dated a hard copy

prescription. The prescription must contain: [HSC 11167.5(a)]

6.6.2.1. The date the prescription was electronically transmitted by the prescriber;

6.6.2.2. The name of the person for whom the prescription was authorized;

6.6.2.3. The name and address of the licensed skilled nursing facility or licensed
intermediate care facility in which the person is the patient;

6.6.2.4. The name and quantity of the controlled substance prescribed;

6.6.2.5. The directions for use, and the name, address, category of the professional
licensure, license number, and federal controlled substance registration number

of the prescriber.
6.6.2.6. The prescription is endorsed by the pharmacist with the pharmacy’s

name, license number, and address.
6.6.2.7. The prescription contains the signature of the person who received the
controlled substance for the licensed skilled nursing facility or licensed

intermediate care facility.

oo

()

[

(]

6.6.3 An original Schedule |l prescription is written on a form that complies with Health and
Safety Code section 11162.1. [HSC 11164(a)]

(]

6.6.4 An original Schedule |l prescription is written with the “11159.2 exemption” for the
terminally ill. [HSC 11159.2]

(]

6.6.5 In an emergency where failure to issue the prescription may result in loss of life or
intense suffering, a Schedule Il controlled substance may be dispensed from a prescription
transmitted orally or electronically by a prescriber or written on a form not as specified in
HSC 11162.1, subject to the following: [HSC 11167(a)-(c)]

O 6.6.5.1. The order contains all information required by subdivision (a) of Section 11164.
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6.6.5.2. If the order is written by the prescriber, the prescription is signed, and dated by
the prescriber in ink.

6.6.5.3. If the prescription is orally or electronically transmitted, it must be reduced to
hard copy prior to dispensing the controlled substance.

6.6.5.4. The prescriber provides a written prescription on a controlled substance
prescription form that meets the requirements of HSC 11162.1 by the seventh
day following the transmission of the initial order.

6.6.6. An electronic prescription (e-script) for controlled substances that is received from
the prescriber and meets federal requirements. [21 CFR 1306.08, 21 CFR 1311]

[

(m

(m

Yes No N/A

OanO 6.87 The review of the drugs contained within the ADDS and the operation and maintenance of
the ADDS is conducted, on a monthly basis, by a pharmacist. The review includes a physical
inspection of the ADDS for cleanliness, and a review of all transaction records in order to verify
the security and accountability of the system. [HSC 1261.6(h)]

Date of Last Review:

OanO 6.288 The pharmacy operating the ADDS has completed as biennial Self-Assessment pursuant
to BPC 4427.7(a) evaluating the pharmacy’s compliance with pharmacy law relating to the use
of the APDS, {[BPC 4427.7(a))

Date of Last Self-Assessment:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

C. DEVICE REQUIREMENTS:
Yes No N/A

OanO 6.229 The stocking and restocking of the ADDS is performed in compliance with section 1261.6
of the Health and Safety Code. [BPC 4427.4(e)(1), HSC 1261.6(c), (g)]
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Yes No N/A

LIOJO  6.2310 Transaction information from the ADDS will be made readily available in a written
format for review and inspection by individuals authorized by law and maintained in the facility
for a minimum of three years. [HSC 1261.6(b)]

LIOO  6.2411 The information required by BPC section 4076 and HSC 111480 is readily available at the
time of drug administration if unit dose packaging or unit of use packaging is used. Unit dose
packaging, for purposes of this section, includes blister pack cards. [HSC 1261.6(i)]

When the ADDS is used as an emergency pharmaceutical supplies container, drugs removed
from the ADDS are limited to the following [HSC 1261.6(e)]:

¥esNo-N/A

OanO 6.2512 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
drug is retrieved only upon the authorization of a pharmacist and after the pharmacist has
reviewed the prescriber’s order and the patient’s profile for potential contraindications and
adverse drug reactions. [HSC 1261.6(e)(1)]

OanO 6.2613 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. [HSC 1261.6(e)(2)]

OanO 6.2%14 Drugs designed by the patient care policy committee or pharmaceutical service
committee of the facility as emergency drugs or acute onset drugs. These drugs are retrieved
from the ADDS pursuant to the order of a prescriber for emergency or immediate
administration to a patient of the facility and reviewed by a pharmacist within 48 hours. [HSC
1261.6(e)(3)]

When the ADDS is used to provide pharmacy services pursuant to BPC 4017.3, the ADDS is
subject to the following requirements [HSC 1261.6(f)]:

OanO 6.2815 Drugs removed from the ADDS for administration to a patient are in properly labeled
units of administration containers or packages. [HSC 1261.6(f)(1)]

OanO 6.2816 A pharmacist reviews and approves all orders prior to a drug being removed from the
ADDS for administration to a patient. The pharmacist reviews the prescriber’s orders and the

patient’s profile for potential contraindications and adverse drug reactions. [HSC 1261.6(f)(2)]

LIOIO  6.2817 The pharmacy controls access to the drugs stored in the ADDS. [HSC 1261.6(f)(3)]
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Yes No N/A

ofan

o0

ofan

6.2318 After the pharmacist reviews the prescriber’s order, access by licensed personnel to the
ADDS is limited only to drugs ordered by the prescriber and reviewed by the pharmacist and
that are specific to the patient. [HSC 1261.6(f)(6)]

6.2419 When the prescriber’s order requires a dosage variation of the same drug, licensed
personnel only have access to the drug ordered for that scheduled time of administration.
[HSC 1261.6 (f)(6)]

6.2520 If the ADDS allows licensed personnel to have access to multiple drugs and ae=is not
patient specific in itsthei design, the ADDS has electronic and mechanical safeguards in place
to ensure that the drugs delivered to the patient are specific to that patient. {[HSC
1261.6(f)(7)]3-

Please Note: A skilled nursing facility or intermediate care facility using an ADDS that allows
licensed personnel to have access to multiple drugs and are not patient specific in their
de5|gn! is regwred to contact the Callfornla Department of Public Health, Licensing, and

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

D. RECORD KEEPING REQUIREMENTS

ofn

6.2#21 Transaction information from the ADDS will be made readily available in a written
format for review and inspection by individuals authorized by law and maintained in the facility
for a minimum of three years. [HSC 1261.6(b)]
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Yes No N/A

L1010

6.22 Records of inspections completed by the pharmacist are kept for at least three years.

Yes No N/A

o0

ofan

ofan

ofan

[22 CCR 70263(f)(3)]
CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

E. POLICIES AND PROCEDURES

6.2823 The facility and the pharmacy has developed and implemented written policies and
procedures to ensure safety, accuracy, accountability, security, patient confidentiality, and
maintenance of the ADDS as well as quality, potency, and purity of the stored drugs and
devices. [BPC 4427.3(c), HSC 1261.6(d)(1)]

6.2924 The ADDS policies and procedures define access to the ADDS and limits to access to
equipment and drugs. [HSC 1261.6(d)(1)]

6.3825 All ADDS policies and procedures are maintained at the pharmacy and the location
where the ADDS is being used. [HSC 1261.6(d)(2), BPC 4427.3(c)]

6.3%26 The facility, in conjunction with the pharmacy, has developed policies and procedures to
ensure that the removable pockets, cards, drawers, or unit of use or single dose containers are
properly placed into the ADDS. [HSC 1261.6(g)(3)]

6.3327 The pharmacy’s policies and procedures include provisions for reporting to the board
drug losses from the ADDS inventory, as required by law. [BPC 4104, 4427.2(d)(4), CCR 1715.6,
21 CFR 1301.76]

Last Reported Drug Loss:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

SECTION 7. Ahl\c TLHROLIGL] A CLHIANIC DLIRCL IARI'I' TO- LS C 1‘)!\4 OR 1‘)!\4 1 ORPRDC w OR

4190
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SECTION 87: ADDS OPERATED BY A CORRECTIONAL CLINIC PURSUANT TO BPC 4187.1, 4427.3(b)(6), or

Yes No N/A

ofan

ofan

ofan

4427.65(a)(2)
A. GENERAL REQUIREMENTS

78.1 The pharmacy uses an “automated drug delivery system” used in a correctional clinic,
meaning a mechanical system controlled remotely by a pharmacist that performs operations or
activities, other than compounding or administration, relative to the storage, dispensing, or
distribution of prepackaged dangerous drugs or dangerous devices. 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. [BPC 4187.5(h)]

78.2 The ADDS is located in a “correctional clinic,” a primary care clinic, as referred to in
subdivision (b) of section 1206 of the Health and Safety Coade, conducted, maintained, or
operated by the state to provide health care eligible patients of the Department of Corrections
and Rehabilitation, ¢[BPC 4187(a)].

78.3 The correctional clinic licensed by the board obtains the drugs from a licensed correctional

pharmacy, the Department of Correction and Rehabilitation’s Central Fill Pharmacy, or from

another correctional clinic licensed by the board within the same institution for the

administration or dispensing of drugs or devices to patients eligible for care at the correctional

facility if under either: [BPC 4187.1(a)]

LI The directions of a physician and surgeon, dentist, or other person lawfully authorized to
prescribe.

LI An approved protocol as identified within the statewide Inmate Medical Services Policies
and Procedures.
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78.4 The dispensing or administering of drugs in the correctional clinic is performed pursuant to
a chart order, as defined in section 4019, a valid prescription consistent with chapter 9 division
2 of the Business and Professions Code, or pursuant to an approved protocol as identified
within the statewide Inmate Medical Services Policies and Procedures. [BPC 4187.1(b)]

78.5 Medications dispensed to patients that are kept on the patient’s person for use shall meet
the labeling requirements of section 4076 and all record-keeping requirements of chapter 9
division 2 of the Business and Professions Code. [BPC 4187.1(b)]

78.6 The correctional clinic keeps records of the kind and amounts of drugs acquired,
administered, transferred, and dispensed. The records must be readily available and
maintained for a minimum of three years for inspection by all properly authorized personnel.
[BPC 4187.1(c)]

78.7 The correctional clinic has obtained a license from the board. [BPC 4187.1(d)(1)]

78.8 A separate license was obtained for each correctional clinic location where an APDS is
located and is not to be transferrable. [BPC 4187.1(d)(2)]

78.9 The correctional clinic’s location and address is identified by the correctional institution
and building within the correctional institution. [BPC 4187.1(d)(3)]

78.10 The correctional clinic will notify the board in advance of any change in the clinic’s
address on a form furnished by the board. [BPC 4187.1(d)(4)]

Yes No N/A

ofan

ofan

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

B. POLICIES AND PROCEDURES

78.121 The policies and procedures to implement the laws and regulations of this article within
the correctional clinic was developed and approved by the statewide Correctional Pharmacy
and Therapeutics Committee referenced in section 5024.2 of the Penal Code. [BPC 4187.2(a)]

78.132 Prior to the issuance of the correctional clinic license by the board, an acknowledgment
of the policies and procedures was signed by the correctional facility pharmacist-in-charge
servicing the institution, the pharmacist-in-charge for the California Department of Correction
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Yes No N/A

o0

o0

o0

o0

Yes No N/A

o0

and Rehabilitation’s Central Fill Pharmacy, and the correctional clinic’s chief medical executive,
supervising dentist, chief nurse executive, and chief executive officer. [BPC 4187.2(a)]

78.143 The chief executive officer is responsible for the safe, orderly and lawful provision of
pharmacy services. [BPC 4187.2(b)(1)]

78.154 The pharmacist-in-charge of the correctional facility shall implement the policies and
procedures developed and approved by the statewide Correctional Pharmacy and Therapeutlcs
Committee referenced in section 50242.2 of the Penal Code and the sta : dica
Serviees California Correctional Health Care Services Pelicies-and-Procedures Health Care
Department Operations Manual in conjunction with the chief executive officer, the chief
medical executive, the supervising dentist, and the chief nurse executive. [BPC 4187.2(b)(1)]

78.165 The licensed correctional clinic will notify the board within 30 days of any change in the
chief executive officer on a form furnished by the board. [BPC 4187.2(b)(2)]

78.1#6 Schedule 11, 111, IV or V controlled substances may be administered by health care staff of
the licensed correctional clinic lawfully authorized to administer pursuant to a chart order, as
defined in section 4019, a valid prescription consistent with chapter 9 division 2 of the Business
and Professions Code, or pursuant to an approved protocol as identified within the statewide
Inmate Medical Services Policies and Procedures. [BPC 4187.3]

78.187 The ADDS located in a licensed correctional clinic has implemented the statewide
Correctlonal Pharmacy and Therapeutics Committee’s policies and procedures and the

sts A i ices California Correctional Health Care Services Health Care
D=Qartment Operatlons Manual Pelicies-and-Precedures to ensure safety, accuracy,
accountability, security, patient confidentiality, and maintenance of the quality, potency, and
purity of drugs. [BPC 4187.5(a)]

78.198 All policies and procedures are maintained either in an electronic form or paper form at
the location where the autemated-deugsystern-ADDS is being used. [BPC 4187.5(a)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

C. PHARMACIST RESPONSIBILITIES

78.2819 A correctional facility pharmacist inspects the clinic at least quarterly. [BPC 4187.2(c)]
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Yes No N/A
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78.2220 Drugs removed from the astems : m=ADDS is=are removed upon
authorization by a pharmacist after the pharmaC|st has reviewed the prescription and the
patient profile for potential contraindications and adverse drug reactions. ¥the-cerrectional
pharmacy-iselosed=\Where administration of the drug is necessary before a pharmacist has
reviewed the prescription and if, in the prescriber’s professional Judgment a deIay in therapy
may cause patient harm, the medication may be removed from the auten :
system=-ADDS and administered or furnished to the patient under the d|rect|on of the
prescriber. Where the drug is otherwise unavailable, a medication may be removed and
administered or furnished to the patlent pursuant to an approved protocol as identified within
the statewidelnmate-MedicalServicesPolicies and-Procedures-California Correctional Health
Care Services Health Care Degartment Ogerat|ons Manual. Any removal of the medication from

=25 g ADDS=system is documented and provided to the correctional
pharmacy when it reopens [BPC 4187.5(b)]

78.2221 The review is conducted on a monthly basis by a pharmaC|st and shall include a
physical inspection of the drugs in the sutes ra=ADDS, an inspection of
the autem g =ADDS machlne for cIeanImess and a review of all
transaction records in order to verify the security and accountability of the system. [BPC
4187.5(e)]

Date of Last Review:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

D. DEVICE REQUIREMENT

78.2322 Drugs removed from the ADDS is=are provided to the patient by a health professional
licensed pursuant to division 2 of the Business and Professions Code who is lawfully authorized
to perform the task. [BPC 4187.5(c)]

78.2423 The review of the drugs contained within, and the operation and maintenance of, the
ADDS shall be the responsibility of the correctional clinic. [BPC 4187.5(e)]

78.2524 The ADDS is operated by a licensed correctional pharmacy. Any drugs within the ADDS
are considered owned by the licensed correctional pharmacy until they are dispensed from the
ADDS. [BPC 4187.5(f)]

78.2625 Drugs from the ADDS in the correctional clinic are removed by a person authorized to
stock the ADDS, or by a person lawfully authorized to administer or dispense the drugs. [BPC
4187.5(g)]
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CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

E. RECORD KEEPING REQUIREMENTS
Yes No N/A

OanO 78.2#26 All records of manufacture and of sale, acquisition, receipt, shipment, or disposition of
dangerous drugs or dangerous devices, at all times during business hours, are open for
inspection by authorized officer of the law and is=are preserved for at least three years from the
date of making. A current inventory is kept by the licensed correctional clinic. [BPC 4081(a)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

SECTION 98:
O HOSPITAL PHARMACY: AUDS USED FOR DISPENSING PURSUANT TO BPC 4068 (WHEN THE
HOSPITAL PHARMACY IS CLOSED AND NO PHARMACIST IS AVAILABLE.
[ DRUG ROOM: AUDS usec-ferdispensing-pursuantto-BRC4 :

PURSUANT TO BPC 4056

Please Note: Hospital pharmacies and drug rooms must also complete Section 6 for ADDS
used for administration. This section addresses additional requirements for hospital
pharmacies and drug rooms operating an ADDS used for dispensing.

A. GENERAL REQUIREMENTS
Yes No N/A

OanO 89.1 The licensed drug room does not employ a full-time pharmacist and the AUDS is used for
administration and dispensation by a physician to persons registered as inpatients of the
hospital, to emergency cases under treatment in the hospital, or to outpatients if the physician
determines that it is in the best interest of the patient that a particular drug regimen be
immediately commenced or continued, and the physician reasonably believes that a pharmacy
located outside the hospital is not available and accessible at the time of dispensation to the
patient within 30 minutes of the hospital pharmaceutical services or within a 30-mile radius by
means of the method of transportation the patient states they kefshe-intend to use. The
quantity dispensed is limited to the amount necessary to maintain uninterrupted therapy, but
shall not exceed a 72-hour supply. [BPC 4056(a), (f)]
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ofan

Yes No N/A

89.2 Fhe-Where the prescriber in a hospital emergency room dispenses a dangerous drug,

including a controlled substance, from the AUDS to an emergency room patient, the following
conditions apply [BPC 4068(a)]:

IO
00
N
=

whentThe hospital pharmacy is closed and there is no pharmacist available in the
hospital.

The drugs is=are acquired by the hospital pharmacy.

The dispensing information is recorded and provided to the pharmacy when the
pharmacy reopens.

The hospital pharmacy retains the dispensing information and, if the drug is a

schedule I, schedule lll, or schedule IV controlled substance, reports the dispensing
information to the Department of Justice pursuant to Section 11165 of the Health

and Safety Code.
The prescriber determines it is in the best interest of the patient that a particular

drug regimen be immediately commenced or continued, and the prescriber
reasonable believes that a pharmacy located outside the hospital is not available
and accessible at the time of dispensing to the patients.

The quantity dispensed is limited to the amount necessary to maintain
uninterrupted therapy when pharmacy services outside the hospital are not readily
available or accessible, and shall not exceed a 72-hour supply. FBREAQ68{a}1-6}}
The prescriber ensures that the label on the drug contains all the information

required by BPC section 4076.

Co
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OO0 8.3 The operating pharmacy has obtained a license from the Board to operate the AUDS that is

¥Yes-No-N/A

ofan

ofan

ofan

ofan

ofan

used for administration and dispensing which includes the address of the AUDS location. [BPC
4427.2(i)]

9:38.4 The prescriber ensures the label on the drug contains all the information required by BPC
4076_and- CCR 1707.5.

948.5 The federal warning labels prohibiting transfer of controlled substances is on the
prescription container. [21 CFR 290.5]

8:58.6 The prescription drug is dispensed in a new and child-resistant container, or senior-adult
ease-of-opening tested container, or in a non-complying package only pursuant to the request
of the prescriber or patient. [15 USC 1473(b), 16 CFR 1700.15, CCR 1717]

9:68.7 The hospital pharmacy or drug room reports the dispensing information of a Schedule I,
Il or IV controlled substance to the Dept of Justice pursuant to HSC 11165 as soon as
reasonably possible, but not more than seven days after the date a controlled substance is
dispensed. [BPC 4068(a)(4), HSC 11165(d)]

9-78.8 Patient package inserts are dispensed with all estrogen medications. [21 CFR 310.515]
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OanO 9:88.9 The hospital has written policies and procedures to ensure each patient receives
information regarding each drug given at the time of discharge or dispensed from a prescriber
from a drug room, including the use and storage of each drug, the precautions and relevant
warnings, and the importance of compliance with directions. [BPC 4074(e)]

LIOIO  8.10 Medication guides are provided on required medications. [21 CFR 208.24]

CIOIO  8.11 Boxed warning “Black Box” information is in conformance with 21 CFR 201.57(c).

OO0 8.12 Whenever an opioid prescription drug is dispensed to a patient for outpatient use, the
pharmacy or practitioner dispensing the drug prominently displays on the label or container, by

means of a flag or other notification mechanism attached to the container, a notice that states,
“Caution: Opioid. Risk of overdose and addiction.” [BPC 4076.7]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

SECTION 9 — AUDS THROUGH A FACILITY LICENSED IN CALIFORNIA WITH STATUTORY
AUTHORITY TO PROVIDE PHARMACEUTICAL SERVICES (OR) AUDS THROUGH A JAIL, YOUTH
DETENTION FACILITY, OR OTHER LICENSED CORRECTIONAL FACILITY WHERE DRUGS ARE
ADMINISTERED WITHIN THE FACILITY UNDER THE AUTHORITY OF THE MEDICAL DIRECTOR

PURSUANT TO BPC 4187.4, 4427.3(b)(6), or 4427.65(a)(2).

A. GENERAL REQUIREMENTS

Yes No N/A

IO 9.1 Review of the drugs contained within, and the operation and maintenance of, the ADDS is
done in accordance with law and is the responsibility of the pharmacy. A pharmacist conducts
the review on a monthly basis, which includes a physical inspection of the drugs in the ADDS, an

inspection of the ADDS for cleanliness, and a review of all transaction records in order to verify
the security and accountability of the ADDS. [BPC 4427.65(c)(7)]

Date of Last Review:

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE
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B. PHARMACIST RESPONSIBILITIES:

Yes No N/A

LICIC] 9.2 The stocking of an ADDS is performed by a pharmacist. If the ADDS utilizes removable
pockets, cards, drawers, similar technology, or unit of use or single dose containers, as defined
by the United States Pharmacopoeia, the stocking system may be done outside of the facility
and be delivered to the facility, if all the following conditions are met: [BPC 4427.65(c)(6)]

0O 9.2.1. The task of placing drugs into the removable pockets, cards, drawers, or unit of use
or single dose containers is performed by a pharmacist, or by an intern pharmacist
or a pharmacy technician working under the direct supervision of a pharmacist.

0O 9.2.2. The removable pockets, cards, drawers, or unit of use or single dose containers are
transported between the pharmacy and the facility in a secure tamper-evident
container.

0O 9.2.3. The facility, in conjunction with the pharmacy, has developed policies and

procedures to ensure that the removable pockets, cards, drawers, or unit of use or
single dose containers are properly placed into the ADDS.

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

C. DEVICE REQUIREMENTS:

Yes No N/A

CIO0O 9.4 Individualized and specific access to the ADDS is limited to facility and contract personnel
authorized by law to administer drugs. [BPC 4427.65(c)(2)]

For Sections 9.5-9.7: When the ADDS is used as an emergency pharmaceutical supplies
container, drugs removed from the ADDS are limited to the following [BPC 4427.65(c)(4)]:

OO0 9.5 Anew 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 are
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. [BPC 4427.65(c)(4)(A)]

OO0 9.6 Drugs that a prescriber has ordered for the patient on an as-needed basis, if the utilization
and retrieval of the drugs are subject to ongoing review by the pharmacist. [BPC
4427.65(c)(4)(B)]

OO0 9.7 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 the
ADDS pursuant to the order of the prescriber for emergency or immediate administration to
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the patient of the facility. Within 48 hours after retrieval, the case is reviewed by the
pharmacist. [BPC 4427.65(c)(4)(C)]

For Sections 9.8-9.12: When the ADDS is used to provide pharmacy services pursuant to BPC

4017.3 and Article 25 in Chapter 9, Division 2 of the BPC, the ADDS is subject to the following
requirements [BPC 4427.65(c)(5)]:

OO0 9.8 The drugs removed from the ADDS for administration to a patient are in properly labeled
units of administration containers or packages. [BPC 4427.65(c)(5)(A)]

OO0 9.9The pharmacist reviewed and approved all orders prior to a drug being removed from the
ADDS for administration to the patient. The pharmacist reviewed the prescriber’s order and the
patient’s profile for potential contraindications and adverse drug reactions. [BPC
4427.65(c)(5)(B)]

Yes No N/A
LICIC]  9.10 The pharmacy providing services to the facility pursuant to Article 25 in Chapter 9, Division
2 of the BPC controls the access to the drugs stored in the ADDS. [BPC 4427.65(c)(5)(C)]

LICIC]  9.11 After the pharmacist reviews the prescriber’s order, access by licensed personnel to
the ADDS is 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 has access to the drug ordered for that scheduled time of
administration. [BPC 4427.65(c)(5)(F)]

L1000 9.12 ADDS that allow licensed personnel to have access to multiple drugs and are not
patient specific in their design, shall be allowed if the ADDS has electronic and mechanical

safeguards in place to ensure the drugs delivered to the patient are specific to the patient.
[BPC 4427.65(c)(5)(G)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE

D. RECORD KEEPING REQUIREMENTS
Yes No N/A

IO 9.13 Transaction information shall be made readily available in a written format for review and
inspection by individuals authorized by law and are maintained in the facility for a minimum of
three years. [BPC 4427.65(c)(1)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE
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E. POLICIES AND PROCEDURES
Yes No N/A

OO0 9.14The pharmacy operating the AUDS shall develop and implement, and review annually, the
written policies and procedures pertaining to the AUDS. [BPC 4427.65(b)]

LICIC] 9.15 The facility and the pharmacy have developed and implemented written policies and
procedures to ensure safety, accuracy, accountability, security, patient confidentiality, and
maintenance of the quality, potency, and purity of stored drugs. The policies and procedures
define access to the ADDS and limits to access to equipment and drugs. [BPC 4427.5(c)(3)(A)]

LICIC]  9.16 All policies and procedures are maintained at the pharmacy operating the ADDS and the
location where the ADDS is being used. [BPC 4427.5(c)(3)(B)]

CORRECTIVE ACTION OR ACTION PLAN AND COMPLETION DATE
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CERTIFICATION ACKNOWLEDGMENT
PHARMACIST-IN-CHARGE CERTIFICATION:

I, (please print) , RPH # hereby certify that | have completed
the self-assessment of this automated drug delivery system of which | am the pharmacist-in-
charge. Any deficiency identified herein will be corrected. | understand that all responses are
subject to verification by the Board of Pharmacy. | further state under penalty of perjury of the
laws of the State of California that the information that | have provided in this self- assessment
form is true and correct.

Signature Date
(Pharmacist-in-Charge)

ACKNOWLEDGMENT BY OWNER OF THE PHARMACY OR ADMINISTRATOR OPERATING THE ©F
ADDS:

|, {pleasepring) [print name and title],

hereby certify under penalty of perjury under etthe laws of the State of California that | have

full authority, without any limitations to provide this certification, that | am the Owner of the
Pharmacy or the Administrator Operating the ADDS and that | have reviewed this form, and

cknowledge that all facts and information stated herein are true, correct, and complete.=rea¢
= == =% Further, | understand that failure to correct any

def|C|ency |dent|f|ed in thls self-assessment could result in the revocation of the automated
drug delivery system’s license issued by the California State Board of Pharmacy.

Signature Date
(Owner or Administrator)
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CERTIFICATION OF COMPLETED ACTION PLAN
PHARMACIST-IN-CHARGE CERTIFICATION:

I, (please print) , RPH # hereby certify that | have
corrected the deficiencies identified in the self-assessment of this automated drug delivery
system of which | am the pharmacist-in-charge. | understand that all responses are subject to
verification by the Board of Pharmacy. | further state under penalty of perjury of the laws of
the State of California that the information that | have provided in this self- assessment form
is true and correct.

Signature Date
(Pharmacist-in-Charge)

ACKNOWLEDGMENT BY OWNER OF THE PHARMACY OR ADMINISTRATOR OPERATING THE @£
ADDS:

|, {pleasepring) [print name and title],

hereby certify under penalty of perjury under etthe laws of the State of California that | have

full authority, without any limitations to provide this certification, that | am the Owner of the
Pharmacy or the Administrator Operating the ADDS and that | have reviewed this form, and

cknowledge that all facts and information stated herein are true, correct, and complete.=rea¢
= == =% Further, | understand that failure to correct any

def|C|ency |dent|f|ed in thls self-assessment could result in the revocation of the automated
drug delivery system’s license issued by the California State Board of Pharmacy.

Signature Date
(Owner or Administrator)
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Outsourcing
Facilities
16 CCR §1750



Title 16. Board of Pharmacy

Proposal To Add Article 6.5 and Sections 1750 and 1750.1 in Division 17 of Title 14
of the California Code of Regulations to read as follows:

Article 6.5 Outsourcing Facilities

1750 Outsourcing Facility Requirements

(a) Each outsourcing facility defined under section 4034 of the Business and
Professions Code shall compound all sterile products and nonsterile
products in compliance with federal current good manufacturing practices
(cGMP) applicable to outsourcing facilities under section 501(a)(2)(B) of the
Federal Food, Drug, and Cosmetic Act (21 USC § 351(a)(2)(B)) and shall
meet the requirements of this Article.

(b) In addition to subsections (a) and (c), an outsourcing facility licensed
pursuant to Business and Professions Code sections 4129.1 or 4129.2 shall
comply with all applicable federal and state laws and regulations,
including all of the following:

(1) Code of Federal Regulations, Title 16, Chapter I, Subchapter E, Part
1700 (commencing with section 1700.1) — Poison Prevention
Packaging,

(2) Code of Federal Regulations, Title 21, Chapter |, Subchapter C, Part
210 (commencing with section 210.1) — Current Good Manufacturing
Practice in Manufacturing, Processing, Packaging, or Holding of Drugs;
General,

(3) Code of Federal Regulations, Title 21, Chapter |, Subchapter C, Part
211 (commencing with section 211.1) — Current Good Manufacturing
Practice for Finished Pharmaceuticals,

(4) Code of Federal Regulations, Title 21, Chapter I, Parts 1301
(commencing with section 1301.01) — Registration of Manufacturers,
Distributors, and Dispensers of Controlled Substances,

(5) Code of Federal Regulations, Title 21, Chapter I, Part 1304
(commencing with section 1304.01) — Records and Reports of
Registrants with the Drug Enforcement Administration,

(6) Code of Federal Regulations, Title 21, Chapter II, Part 1305
(commencing with section 1305.01) -- Orders for Schedule | and I
Controlled Substances,

(7) Code of Federal Regulations, Title 21, Chapter II, Part 1306
(commencing with section 1306.01) -- Prescriptions,

(8) Code of Federal Regulations, Title 21, Chapter I, Part 1311
(commencing with section 1311.01 -- Requirements for Electronic
Orders and Prescriptions,
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(c)

(2) The Uniform Controlled Substances Act (Health and Safety Code,
Division 10 (commencing with section 11000),

(10) Chapters 1, 4, 6 and 8 of the Sherman Food, Drug, and Cosmetics Law
(Health and Safety Code, Division 104, Part 5 (commencing with
Section 109875) -,

(11) United States Code, Title 21, Chapter 9, Subchapter V, Part A
(commencing with section 351) — Drugs and Devices, and,

(12) United States Code, Title 21, Chapter 13, Part C (commencing with
section 821) — Registration of Manufacturers, Distributors, and
Dispensers of Controlled Substances, except for sections 821, 822a, and
826a of that Part.

An outsourcing facility licensed pursuant to Business and Professions Code

sections 4129.1 or 4129.2 shall dispense patient-specific compounded

preparations pursuant to a prescription for an individual patient in

compliance with all applicable provisions of state and federal laws and
regulations relating to a pharmacy as follows:

(1) Orally transmitted prescriptions are received and reduced to writing by
a pharmacist consistent with the provisions of Business and Professions
Code section 4070 and section 1717(c) of this Division and are issued
by an appropriately licensed prescriber.

(2) Internet prescriptions are only dispensed pursuant to a prior good faith
examination as required in Business and Professions Code section
4067(a) and are issued only by an appropriately licensed prescriber.

(3) Electronic prescriptions meeting the requirements of Business and
Professions Code section 688 are issued only by an appropriately
licensed prescriber.

(4) Conftrolled substances prescriptions meet the requirements of Health
and Safety Code sections 11164(a), 11164.5, 11167.5, and 11162.1 and
Business and Professions Code section 688.

(5) Each prescription contains all information required by Business and
Professions Code sections 4040 and 4070.

(6) Each prescription label complies with the provisions of Business and
Professions Code sections 4076, 4076.5, and 4076.6 and section 1707.5
of this Division.

(7) Drug warnings are provided orally or in writing consistent with the
provisions of Business and Professions Code sections 4074 and 4076.7,
section 1744 of this Division, and section 290.5 of Title 21 of the Code of
Federal Regulations.
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(d)

(8) Prescriptions are dispensed in containers meeting the requirements of
section 1473(b) of Title 15 of the United States Code, section 1700.15 of
Title 16 of the Code of Federal Regulations, and section 1717(a) of this
Division.

(9) Patient consultation is provided consistent with the provisions of section
1707.2 of this Division.

(10) Prior to consultation as required in section 1707.2, a pharmacist shall
review drug therapy and patient medication records consistent with
the provisions of section 1707.3 of this Division.

(11) The facility shall maintain medication profiles consistent with the
provisions of section 1707.1 of this Division.

(12) All Schedule Il through V controlled substance dispensing data are
reported to the CURES Prescription Drug Monitoring Program as
required in Health and Safety Code section 11165.

(13) A pharmacist communicates with the patient or patient’s agent if a
medication error occurs consistent with the provisions of section 1711.

(14) Medication errors must be documented as part of the facility’s quality
assurance program consistent with the provisions of Business and
Professions Code section 4125 and section 1711 of this Division.

(15) Patient information and prescriptions are kept confidential consistent
with the provisions of the Confidentiality of Medical Information Act
(Civil Code sections 56 and following), and section 1764 of this Division.

(16) Prescription refills must comply with Business and Professions Code
section 4063, Health and Safety Code section 11200, and sections 1717
and 1717.5 of this Division.

(17) Allrecords of disposition are maintained for at least three years
consistent with Business and Professions Code sections 4081 and 4105.

For the purposes of this section, “appropriately licensed prescriber” shall
mean any health care professional listed in Section 4040(a)(2) of the
Business and Professions Code.

Proposal to Add Section 1750.1 to Article 6.5 of Division 17 of Title 16 of the
California Code of Regulations to read as follows:

1750.1 Self-Assessment of an Outsourcing Facility (Resident and Nonresident)

(a)

Each outsourcing facility as defined under section 4034 of the Business and
Professions Code shall complete a self-assessment of its compliance with
federal and state pharmacy law. The assessment shall be performed by the
outsourcing facility’s designated quality control personnel, before July 1 of
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(b)

(c)

(d)

every odd-numbered year. The primary purpose of the self-assessment is to
promote compliance through self-examination and education, for
compliance with federal current good manufacturing practices as
referenced in section 1750 (cGMP) and provisions of state law related to
pharmacies, Pharmacy law and this Division related to patient specific
prescriptions. For the purposes of this section, “designated quality control
personnel” shall mean an individual or individuals from the quality control
unit as defined in section 211.22 of Title 21 of the Code of Federal
Regulations (“quality control unit”) identified by the outsourcing facility as
the person or persons responsible for the facility’'s operations as detailed in
the FDA Current Good Manufacturing Practice — Guidance for Human Drug
Compounding Outsourcing Facilities Under Section 503B of the FD&C Act,
Guidance for Industry.
Each outsourcing facility shall designate a member of the quality control
unit to be responsible for compliance with this section. The name and job
title of the designated member must be maintained as part of the records
of the outsourcing facility in accordance with Business and Professions
Code section 4081.
In addition to the self-assessment required in subdivision (a) of this section,
the designated quality control personnel shall complete a self-assessment
within 30 days whenever:
(1) A new outsourcing facility license is issued.
(2) Thereis a change in the designated quality control personnel.
(3) Thereis a change in the licensed physical location of an outsourcing
facility to a new address.
Each outsourcing facility licensed pursuant to Business and Professions Code
sections 4129.1 or 4129.2 shall complete the “Outsourcing Facility Self-
Assessment,” Form 17M-117 (New. 9/2022), which is hereby incorporated by
reference and contains the following components:
(1) The designated quality control personnel shall provide identifying
information about the outsourcing facility including:
(A) Name, license number of the premises, and the license expiration
date;
(B) Address, phone number, website address, if applicable, and type
of ownership;
(C) U.S. Food and Drug Administration (FDA) Federal Establishment
Identification number, expiration date and date of most recent
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(4)

()

(6)

inspection completed by the FDA pursuant to Section 360 of Title
21 of the United States Code;

(D) Federal Drug Enforcement Administration (DEA) registration
number and expiration date and date of most recent DEA
inventory pursuant to Title 21, Code of Federal Regulations section
1304.11; and,

(E) Hours of operation of the licensee.

The designated quality control personnel shall list the name of each

staff person involved in the dispensing of patient specific prescriptions

at the facility at the time the self-assessment is completed, and each
person’s role within the facility’'s operations.

The designated quality control personnel shall respond *yes”, “no™ or

“not applicable” (N/A) about whether the licensed premises is, at the

time of the self-assessment, in compliance with each of the

requirements.

For each "no” response, the designated quality control personnel shall

provide a written corrective action or action plan describing the

actions to be taken to come into compliance with the applicable law
or regulation cited on the self-assessment form for which a “no”
response was provided.

The designated quality control personnel shall initial each page of the

self-assessment form with original handwritten initials in ink or digitally

signed in compliance with Civil Code section 1633.2(h) on the self-
assessment form.

The designated quality control personnel shall certify, under penalty of

perjury of the laws of the State of California, on the final page of the

self-assessment that:

(A) They have completed the self-assessment of the licensed premises
for which they are responsible;

(B) Any deficiency identified within the self-assessment will be
corrected and list the timeframe for correction;

(C) They acknowledge receiving the following notice: “All responses
on this form are subject to verification by the Board of Pharmacy”;
and,

(D) The information provided in the self-assessment form is true and
correct.

(E) The certification, made under penalty of perjury of the laws of the
State of California that the information provided in the self-
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assessment form is true and correct, may be an original
handwritten signature in ink or digitally signed in compliance with
Civil Code section 1633.2(h) on the self-assessment form.

(7) The licensed premises owner, partner or corporate officer shall certify
on the final page of the self-assessment that they have read and
reviewed the completed self-assessment and have received notice
that failure to correct any deficiency identified in the self-assessment
could result in the revocation of the license issued by the board. The
certification shall be made, under penalty of perjury of the laws of the
State of California, that the information provided in the self-assessment
form is true and correct with an original handwritten signature in ink or
digitally signed in compliance with Civil Code section 1633.2(h) on the
self-assessment form.

(e) Each self-assessment shall be completed in its entirety and kept on file in
the licensed premises for three years after it is completed. The completed,
initialed, and signed original must be readily available for review during any
inspection in accordance with Business and Professions Code section 4081.

(f) The outsourcing facility is responsible for compliance with this arficle.

(g) Any identified areas of deficiency identified in the self-assessment shall be
corrected as specified in the timeframe listed in the certification as
provided in subsection (d)(6).

Note: Authority cited: Section 4005, Business and Professions Code. Reference:
Sections 4034, 4129- 4129.9, Business and Professions Code.
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California State Board of Pharmacy Business, Consumer Services and Housing Agency
2720 Gateway Oaks Drive, Ste. 100 Department of Consumer Affairs
Sacramento, CA 95833 Gavin Newsom, Governor
Phone: (916) 518-3100 Fax: (916) 574-8618

www.pharmacy.ca.gov

Outsourcing Facility Self-Assessment

Sections 4129.1(b) and 4129.2(b) of the Business and Professions Code (BPC) and section 1750
of Title 16 of the California Code of Regulations (CCR) require any Outsourcing Facility licensed in
the state of California to be compliant with federal current Good Manufacturing Practices (cGMP)
and other federal laws as specified in Section 1750.The assessment shall be performed before
July 1 of every odd-numbered year by the facility’s designated quality control person (as
defined in CCR section 1750.1). The designated quality control personnel must also complete a
self-assessment within 30 days whenever: (1) a new outsourcing license has been issued; (2)
there is a change in the designated quality control personnel; or (3) there is a change in the
licensed physical location of the outsourcing facility. The primary purpose of the self-assessment is
to promote compliance through self-examination and education.

This self-assessment should be completed in its entirety, may be completed online, printed,
initialed, signed and readily retrievable and available for Board inspection in the pharmacy as
required by BPC section 4081. Do not copy a previous assessment. This is meant as a guide for
Board requirements for filling a patient specific prescription to be furnished within and into the state
of California by a licensed Outsourcing Facility.

Note: The licensed Outsourcing Facility can only dispense compounded drug preparations from its
licensed location pursuant to a prescription within or into the state of California. Further,
Outsourcing Facilities are not licensed pharmacies and may not provide or accept transferred
prescriptions from pharmacies or other outsourcing facilities.

All references to the Business and Professions Code (BPC) are to Division 2, Chapter 9. All
references to the California Code of Regulations (CCR) are to Title 16.

Each self-assessment must be kept on file in the facility for three years after it is performed.

Facility Name:

Address: Phone:

Ownership:  Sole Owner O Partnership O Corporation O LLC O Trust O
Other O (please specify)

License #: Exp. Date: Date of Last FDA Inspection:

FDA EIN #: Registration Date: DEA Number:

Name(s) of Designhated Quality Control Personnel Responsible for Compliance (attach additional sheets if
necessary):

Hours: Weekdays Sat Sun. 24 Hours

Website address (optional):
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Facility Staff (Please include license type and license number where appropriate): (Please use

additional sheets if necessary)
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20.
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Please mark the appropriate box for each question. If “NO”, enter an explanation on “CORRECTIVE
ACTION OR ACTION PLAN?” lines at the end of the section. If more space is needed, you may add
additional sheets.

Section |
Prescription Specific Reqgulations

Duties of a pharmacist in an Outsourcing Facility filling patient specific prescriptions
1. A pharmacist:

N/A

0 1.1 Transmits a valid prescription to another pharmacist; (BPC 4052[a][2])

[J 1.2 Provides consultation, training, and education to patients about drug therapy
disease management and disease prevention; (BPC 4052[a][8])

[J 1.3 Receives a new prescription order from the prescriber; (BPC 4070[a]),
(CCR 1793.1]a))

[J 1.4 Consults with the patient; (BPC 4052[a][8], CCR 1707.2, CCR 1793.1[b])

I 1.5 Identifies, evaluates, and interprets a prescription; (CCR 1793.1[c])

[J 1.6 Interprets the clinical data in a patient medication record; (CCR 1793.1[d])

[J 1.7 Consults with any prescriber, nurse, health professional or agent thereof; (1793.1[e])

2]

o000 0O OO0y
OoooOo O OOg

CORRECTIVE ACTION OR ACTION PLAN:

2. Patient Consultation

Yes No N/A
O O 0O 2.1 Pharmacists provide oral consultation: (BPC 4052[a][8], CCR 1707.2)
[12.1.1 Whenever the prescription drug has not been previously dispensed to
the patient;
[1 2.1.2 Whenever a refill prescription drug is dispensed in a different dosage
form, strength, or with new written directions;
[12.1.3 Upon request;
[1 2.1.4 Whenever the pharmacist deems it is warranted in the exercise of his
or her professional judgment; and
[]2.1.5 All the above, unless a patient or patient's agent declines the consultation
directly to the pharmacist.
O 0O 0O 2.2 The facility maintains patient profile information including allergies, date of birth
or age, gender and other prescription and nonprescription drugs that the
patient takes. (CCR 1707.1)
OO 0O 0O 2.3 The pharmacist reviews a patient's drug therapy and medication record prior to
consultation. (CCR 1707.3)
OO 0O 0O 2.4 Consultation is performed in a manner that protects the patient's protected health
care information and in an area suitable for confidential patient consultation and
provided in accordance with nondisclosure obligations of Civil Code 56.10.
(Civil Code 56.10, CCR 1714[a], 1764)

Yes No N/A
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O O 0O 2.5 Appropriate drug warnings are provided orally or in writing. (BPC 4074, CCR 1744)
OO0 0O 0O 2.6 If prescription medication is mailed or delivered, the facility ensures that:

(CCR 1707.2[b][1])

[1 2.6.1 The patient receives written notice of his or her right to request consultation
(CCR 1707.2 [B][2]IAD;

[1 2.6.2 The patient receives written notice of the hours of availability and the
telephone number from which the patient may obtain oral consultation
(CCR 1707.2 [b][2]IB]);

[12.6.3 A pharmacist is available to speak with the patient or patient's agent during
any regular hours of operation, within an average of ten (10) minutes or
less, unless a return call is schedule to occur within one business hour, for
no fewer than six days per week, and for a minimum of 40 hours per week
(CCR 1707.2 [B][2]ICD).

CORRECTIVE ACTION OR ACTION PLAN:

3. Prescription Requirements

Yes No N/A

OO 0O 0O 3.1 Prescriptions or electronic data transmission prescriptions are complete with all the
required information and, if electronic, reduced to the required writing by a
pharmacist. (BPC 4040, 4070)

O O 0O 3.2 Orally transmitted prescriptions are received and reduced to writing only by a
Pharmacist. (BPC 4070[a], CCR 1717[c])

O 0O 0O 3.3If aprescription is orally or electronically transmitted by the prescriber's agent, the
pharmacist makes a reasonable attempt to verify that the prescriber's agent is
authorized to do so, and the agent's name is recorded. (BPC 4071)

O O 0O 3.4If orally transmitted, the pharmacist who received the prescription is identified by
initialing the prescription, and if dispensed by another pharmacist, the dispensing
pharmacist also initials the prescription. (CCR 1717[c], 1712)

3.5 The security, accuracy and confidentiality of electronically transmitted prescriptions
are maintained. (BPC 4070][c], CCR 1717.4[h])

3.6 Facsimile prescriptions are received from a prescriber's office. (BPC 4040|c])

3.7 Internet prescriptions for patients (human or animal) in this state are only dispensed
or furnished pursuant to a prior good faith examination. (BPC 4067[a])

3.8 Except for those prescriptions written under Health and Safety Code (HSC)
sections 11159.2, 11159.3 and 11167.5, all written controlled substances
prescriptions (Schedules 1l - V) are on California Security Prescription forms
meeting the requirements of HSC 11162.1. (HSC 11162.1, 11164[a], 11167.5)

3.9 All controlled substance prescriptions are valid for six months and are signed
and dated by the prescriber. (HSC 11164[a][1], 11166)

OO O 0O 3.10 All controlled substance prescriptions that are e-prescribed conform to provisions

of federal law. (21 CFR 1306.08, 1306.11, 1311.100)

OO 0O 0O 3.11 The facility confirms compliance with the following: “No person shall dispense a
controlled substance pursuant to a preprinted multiple check-off prescription
blank. A person may dispense a dangerous drug that is not a controlled
substance pursuant to a preprinted multiple checkoff prescription blank and may
dispense more than one dangerous drug, that is not a controlled substance,

O OO O
O Oo0O O
O OO O

O
O
O
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pursuant to such a blank if the prescriber has indicated on the blank the number
of dangerous drugs they have prescribed. ‘Preprinted multiple checkoff
prescription blank,” as used in this section means any form listing more than one
dangerous drug where the intent is that a mark next to the name of a drug, i.e., a
‘checkoff,’ indicates a prescription order for that drug.” (CCR 1717.3)

CORRECTIVE ACTION OR ACTION PLAN:

4. Refill Authorization

Yes No N/A
O 0O 0O 4.1 Refill authorization from the prescriber for dangerous drugs or dangerous devices is
obtained before refilling a prescription. (BPC 4063, 4064[a])

OO 0O 0O 4.2 Prescriptions for dangerous drugs or devices are only filled without the prescriber's
authorization if the prescriber is unavailable to authorize the refill and if, in the
pharmacist's professional judgment, failure to refill the prescription might interrupt
the patient's ongoing care and have a significant adverse effect on the patient’s
well-being. (BPC 4064)

O 4.3 Refills are documented. (CCR 1717)

[0 4.4 Refills for Schedule Il controlled substances are prohibited. (HSC 11200][c])

[0 4.5 Refills for Schedule Il and IV controlled substance prescriptions are limited to a

maximum of 5 times within 6 months, and all refills taken together do not exceed
a 120-day supply. (HSC 11200][a]-[b])

ooagd
ooad

CORRECTIVE ACTION OR ACTION PLAN:

5. Medication Errors related to a patient specific prescription

Yes No N/A

OO O 0O 5.1 The facility has an established quality assurance program that documents
medication errors attributable, in whole or in part, to the facility or its personnel.
(BPC 4125, CCR 1711)

O 0O 0O 5.2 Quality assurance policies and procedures are maintained in the facility and are
immediately retrievable. (CCR 1711[c])

OO 0O 0O 5.3 The pharmacist communicates with the patient or patient's agent that a medication
error has occurred, and the steps required to avoid injury or mitigate the error.
(CCR 1711]c][2][A], 1711][c][3])

OO O 0O 5.4 When a medication error has occurred (drug was administered to or by the patient
or resulted in a clinically significant delay in therapy) the pharmacist communicates
to the prescriber that a medication error has occurred.

(CCR 1711]c][2][B], 1711][c][3])
O 0O 0O 5.5 Investigation of the medication errors is initiated within two business days from

the date the medication error is discovered. (CCR 1711[d])
Yes No N/A

0 O 0O 5.6 In addition to all complaint and adverse drug reaction tracking compliant with the
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CFR, the record for quality assurance review for a medication error contains:

(CCR 1711]€e])

[J 5.6.1 Date, location, and participants in the quality assurance review;

[15.6.2 Pertinent data and other information related to the medication error(s)
reviewed;

[15.6.3 Findings and determinations; and

[J 5.6.4 Recommended changes to policy, procedure, systems, or processes, if
any.

O 0O 0O 5.7 The record of the quality assurance review is immediately retrievable in the facility
and is maintained in the facility for at least one year from the date it was created.
(CCR 1711]f])

CORRECTIVE ACTION OR ACTION PLAN:

6. Erroneous or Uncertain prescriptions

Yes No N/A
O 0O 0O 6.1If aprescription contains any significant error, omission, irregularity, uncertainty,
ambiguity or alteration, the pharmacist contacts the prescriber to obtain information
needed to validate the prescription. (CCR 1761[a])
OO 0O 0O 6.2 Pharmacists are aware of their corresponding responsibility to determine that a
prescription written for a controlled substance was issued for legitimate
medical purposes only. (HSC 11153)
OO O 0O 6.3 Even after conferring with the prescriber, the pharmacist does not dispense a
controlled substance prescription if they know or have objective reason to
know that the prescription was not issued for a legitimate medical purpose.
(CCR 1761[b], HSC 11153)
OO O 0O 6.4 Internet prescriptions for controlled substances are only dispensed if in compliance
with the Ryan Haight Online Pharmacy Consumer Protection Act of 2008.
(21 USC 802, 829[e])

CORRECTIVE ACTION OR ACTION PLAN:

7. Labeling for a patient specific prescription

Yes No N/A

O O 0O 7.1 In addition to the requirements for labeling listed in the CFR, the prescription
label contains all the required information specified in BPC 4076. (BPC 4076)

O 0O 0O 7.2 The prescription label is formatted in accordance with patient centered
labeling requirements. (CCR 1707.5)

O 0O 0O 7.3 The beyond use date of a drug's effectiveness is accurately identified on the label.
(BPC 4076[a][9])

O 0O 0O 7.4 The trade name or generic name and manufacturer of the prescription drug is
accurately identified on the label and prescription record and includes the
statement "generic for __ " where the brand name is inserted, and the name of the
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manufacturer. In the professional judgment of the pharmacist, if the brand name is
no longer widely used, the label may list only the generic name of the drug and
the manufacturer's name may be listed outside the patient-centered area.

(BPC 4076[a][1], CCR 1707.5[a][1][B], CCR 1717[b][2])

O 0O 0O 7.5 The federal warning label prohibiting transfer of controlled substances is on
the prescription container. (21 CFR 290.5)

O O 0O 7.6 The label includes a physical description of the dispensed medication, including
its color, shape, and any identification code that appears on the tablets or
capsules. (BPC 4076[a][11])

O 0O 0O 7.7 Whenever an opioid prescription drug is dispensed to patient for outpatient use,
the facility prominently displays on the label or container or by a flag or other
notification to the container, a notice that states, "Caution: Opioid. Risk of
overdose and addiction.”" (BPC 4076.7)

O 0O 0O 7.8When requested by a patient or patient representative, the facility provides
translated directions for use, printed on the prescription container, label, or on a
supplemental document. If the translated directions for use appear on the
prescription container or label, the English-language version of the directions for
use also appears on the container or label, whenever possible, and may appear
on other areas of the label outside the patient-centered area. If it is not possible

for the English-language directions to appear on the container or label, the
English-language directions are provided on a supplemental document. (BPC
4076.6[a])

O O 0O 7.9 The pharmacist includes 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 may
be printed on an auxiliary label affixed to the prescription container.

(BPC 4074[b], BPC 4076.7, CCR 1744[a])

OO O 0O 7.10 The pharmacist includes a written label on the drug container to alert the patient
about possible potentiating effects when taken in combination with alcohol. The
label may be printed on an auxiliary label affixed to the prescription container.
(CCR 1744b])

CORRECTIVE ACTION OR ACTION PLAN:

8. Furnishing and Dispensing

Yes No N/A

O 0O 0O 8.11Ifthe prescription is filled by a pharmacy technician, before dispensing, the
prescription is checked for accuracy by a licensed pharmacist and that pharmacist
initials the prescription label or records by their identity as the reviewing
pharmacist in a computer system by a secure means.

(BPC 4115, 4115.5[b][3], CCR 1712, 1793.7[a])

Yes No N/A

O 0O 0O 8.2 Prescriptions are dispensed in a new and child-resistant container, or senior-adult
ease-of-opening tested container, or in a non-complying package only pursuant to
the prescriber or when requested by the purchaser. (15 USC 1473[b], 16 CFR
1700.15, CCR 1717[a])

O 0O 0O 8.3 Patient package inserts are dispensed with all estrogen medications.
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(21 CFR 310.515)
8.4 The facility provides patients with Black Box Warning Information in conformance
with 21 CFR 201.57[c]. (21 CFR 201.57]c])
8.5 Medication guides are provided on required medications. (21 CFR, Part 208)
8.6 The facility furnishes dangerous drugs in compliance with BPC 4126.5 only to
a patient pursuant to a prescription. (BPC 4126.5[a][5])
8.7 Controlled substance prescriptions are not filled or refilled more than six months
from the date written. (HSC 11200][a])
8.8 Refills for Schedule Il and IV controlled substance prescriptions are limited to
a maximum of 5 times and in an amount, for all refills of that prescription taken
together, not exceeding a 120-day supply. (HSC 11200[b])
O 0O 0O 8.9 The facility dispenses not more than a 90-day supply of a dangerous drug,
excluding controlled substances, under the following provisions: (BPC 4064.5).
[18.9.1 The prescription specifies an initial quantity of less than a 90-day
supply followed by periodic refills; (BPC 4064.5[a])
[18.9.2 The prescriber has not indicated "no change to quantity” or words of
similar meaning; (BPC 4064.5[d])
[18.9.3 The patient has completed an initial 30-day supply (this is not required
where the prescription continues the same medication as previously
dispensed in a 90-day supply); (BPC 4064.5[a][1], 4064.5[b])
[] 8.9.4 The total quantity dispensed does not exceed the total quantity
authorized on the prescription, including refills; (BPC 4064.5[a][2])
[18.9.5 The prescriber has not specified on the prescription that dispensing
the prescription in an initial amount, followed by periodic refills, is
medically necessary; (BPC 4064.5[a][3])
[18.9.6 The pharmacist is exercising their professional judgment; and (BPC
4064.5[a][4])
[18.9.7 The pharmacist notifies the prescriber of the increase in quantity
dispensed. (BPC 4064.5[c])

O O OO O
O O OO O
O O OO O

CORRECTIVE ACTION OR ACTION PLAN:

9. Confidentiality of Prescriptions

Yes No N/A

O O 0O 9.1 Patient information is maintained to safeguard confidentiality.
(Civil Code 56 et seq.)

O 0O 0O 9.2 All prescriptions are kept confidential and only disclosed as authorized by law.
(CCR 1764)

OO 0O 0O 9.3 The facility ensures electronically transmitted prescriptions are received
maintained and transmitted in a secure and confidential manner. (CCR 1717.4[h])

Yes No N/A

O O 0O 9.4If electronically transmitted prescriptions are received by an interim storage
device (to allow for retrieval at a later time), the facility maintains the interim
storage device in a manner to prevent unauthorized access. (CCR 1717.4[d])

O 0O 0O 9.5 If the facility has established and utilizes common electronic prescription files to
maintain required dispensing information, the system shall not permit disclosure
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of confidential medical information except as authorized by law. (CCR 1717.1)
OO0 O 0[O 9.6 Destruction or disposal of patient records preserves the confidentiality of the
information contained therein. (Civil Code 56.101)

CORRECTIVE ACTION OR ACTION PLAN:

10. Record Keeping Requirements in addition to compliance with cGMP

Yes No N/A

O O 0O 10.1 Completed self-assessments are kept on file in the facility and maintained for
three years after completion. (CCR 1750.1[€])

O O 0O 10.2 All drug acquisition and disposition records (complete accountability) are
maintained for at least three years. For any record maintained electronically, a
hardcopy is able to be produced upon inspection and electronic copy of all records
of acquisition or disposition or other drug or dispensing-related records, including:
(BPC 4081, 4105, 4169, 4333, CCR 1718)

10.2.1 Prescription records (BPC 4081[a])

10.2.2 Purchase Invoices for all prescription drugs (BPC 4081[b])

10.2.3 Purchase Invoices and sales records for non-prescription diabetic

test devices dispensed pursuant to a prescription (BPC 4081[d])

10.2.4 Biennial controlled substances inventory (21 CFR 1304.11)

10.2.5 U.S. Official Order Forms (DEA Form 222) (21 CFR 1305.13)

10.2.6 Power of Attorney for completion of DEA 222 forms (21 CFR 1305.05)

10.2.7 Theft and Loss Reports (DEA Form 106) (21 CFR 1301.74[c])

oooo gOgog

CORRECTIVE ACTION OR ACTION PLAN:

11. Patient specific prescriptions may not be returned and reused by the facility.

Yes No N/A
O 0O 0O 11.1 Patient specific prescriptions are not returned and reused by the facility.

CORRECTIVE ACTION OR ACTION PLAN:
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Section |l
Code of Federal Regulation Part 211 for all Outsourcing Facilities

Quality Systems, validation control, facility control and training

12. CFR Part 211, Subpart B, Organization and Personnel

Yes No N/A
O 0O 0O 12.1 Compliance with sections 211.22 through 211.34 in their entirety

Facility
13. CFR Part 211, Subpart C Buildings and Facilities

Yes No N/A
O 0O 0O 13.1 Compliance with Sections 211.42 through 211.58 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:

Equipment
14.CFR Part 211, Subpart D Equipment

Yes No N/A
0O 0O 0O 14.1 Compliance with sections 211.63 through 211.72 in their entirely.

CORRECTIVE ACTION OR ACTION PLAN:

Compounding and manufacture of the product

15. CFR Part 211, Subpart E Control of Components and Drug Product Containers and
Closures

Yes No N/A
OO 0O 0O 15.1 Compliance with sections 211.80 through 211.94 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:

16. CFR Part 211, Subpart F—Production and Process Controls

Yes No N/A
O 0O 0O 11.1 Compliance with sections 211.100 through 211.115 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:
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17. CFR Part 211, Subpart G—Packaging and Labeling Control

Yes No N/A
OO O 0O 17.1 Compliance with sections 211.122 through 211.137 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:

Distribution, storage,

18. CFR Section 211, Subpart H—Holding and Distribution

Yes No N/A
O O 0O 19.1 Compliance with sections 211.142 through 211.150

CORRECTIVE ACTION OR ACTION PLAN:

Release of product for sale

19. CFR Section 211, Subpart I—Laboratory Controls

Yes No N/A
OO O 0O 18.1 Compliance with sections 211.160 through 211.176 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:

Record keeping

20. CFR Part 211, Subpart J—Records and Reports

Yes No N/A
OO0 O 0O 20.1 Compliance with sections 211.180 through 211.198 in their entirety.

CORRECTIVE ACTION OR ACTION PLAN:

Returns

21. CFR part 211, Subpart K—Returned and Salvaged Drug Products

Yes No N/A

O O O 21.1 Compliance with sections 211.204 through 211.208 in their entirety for products
not sold pursuant to a patient specific prescription.

CORRECTIVE ACTION OR ACTION PLAN:
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Section Il
DEA Controlled Substances Inventory, as applicable to your facility

22.Inventory:

Yes No N/A
O O O
O 0O 0O
O 0O 0O
O O O
O O O
O 0O 0O
O O 04
O O 0O
O O 04
O O 0O
O O 04
O O 04
O O 0O
Yes No N/A

22.1 Is completed biennially (every two years). (21 CFR 1304.11][c])

22.2 Schedule Il inventory is separate from Schedule Ill, IV and V. (21 CFR
1304.04[h][1])

22.3 All completed inventories are available for inspection for three years. (CCR 1718)

22.4 Indicates on the inventory record whether the inventory was taken at the
open of business or at the close of business. (21 CFR 1304.11 [a])

22.5 Separate Schedule Il records are maintained. This includes Schedule |l
prescriptions, invoices, US official order forms, and inventory records. (21 CFR
1304.04[h])

22.6 Schedule IlI-V prescriptions are filed separately from all prescription records or are
designated with a red "C." However, the red C requirement is waived if the facility
uses an automated data processing or other record keeping system for
identification of controlled substances by prescription number and the original
prescription documents can be retrieved promptly. (21 CFR 1304.04[h][4])

22.6 Inventories and records for Schedule 111-V controlled substances are filed
separately or are designated in some manner that makes the required information
readily retrievable from ordinary business records. (21 CFR 1304.04)

22.7 A U.S. Official Order Form (DEA Form 222) or electronic equivalent (CSOS) is
utilized when ordering all Schedule II-controlled substances. When Schedule I
Controlled substance orders are received by the facility, for each item received,
the date and quantity received is indicated on the DEA Form 222.

(21 CFR 1305.03, 1305.12, 1305.13, 1305.21, 1305.22[g])

22.8 When dispensed upon an "oral" order for a true emergency, a Schedule 1l
prescription is provided by the prescriber by the 7th day following the
transmission of the oral order. If not received, the facility reports failure to provide
prescription document to the California Bureau of Narcotic Enforcement within
144 hours of the failure to provide the prescription. (HSC 11167[c]-[d])

22.9 The facility generates a controlled substances printout for refills of Schedule 11-V
prescriptions at least every three days (72 hours) which contains the signature of
the dispensing pharmacist, or the facility maintains an alternate system to
document the refilling of controlled substance prescriptions that complies with
21 CFR 1306.22.

22.10 Any controlled substances drug theft or significant loss is reported within one
business day of discovery to the DEA (21 CFR 1301.74]c].)

22.11 A report is submitted to the Board within 30 days of the date of discovery of any
loss of a controlled substance or any other significant drug losses as specified in
Section 1715.6. (CCR 1715.6)

22.12 Pharmacists are creating initial prescription records and prescription labels by
hand, or a pharmacist initials or signs prescription records and prescription labels
by recording the identity of the pharmacist in a computer system by a secure
means. This computer system does not permit the record to be altered after made
and the record of the pharmacist's identity made in the computer system is
immediately retrievable in the facility. (CCR 1712, 1717[b][1], 1717[f])
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O 0O 0O 22.13 All Schedule 1l through V controlled substances dispensing data is successfully
transmitted within one working day from the date the controlled substance is
released to the patient through the CURES System Administrator.

[HSC 11165(d)])

O 0O 0O 22.14 The facility has designed and operates a system to identify suspicious orders
and ensures the system complies with applicable Federal and State privacy laws.
Upon discovering a suspicious order or series of orders, notify the DEA
administration and the Special Agent in charge of DEA in their area. (21 USC
832[a])

CORRECTIVE ACTION OR ACTION PLAN:

DESIGNATED QUALITY CONTROL PERSONNEL CERTIFICATION:

I, (please print) , Title hereby
certify that | have completed the self-assessment of this outsourcing facility of which | am the
designated quality control person. Any deficiency identified herein will be corrected by

(date). | understand that all responses are subject to verification by the Board of
Pharmacy. | further state under penalty of perjury of the laws of the State of California that the
information that | have provided in this self-assessment form is true and correct.

Signature Date
(Designated Quality Control Personnel)

ACKNOWLEDGEMENT BY FACILITY OWNER OR OFFICER:

I, (please print) , hereby certify under penalty of perjury of
the laws of the State of California that | have read and reviewed this completed self-assessment. |
understand that failure to correct any deficiency identified in this self-assessment in the timeframe
identified in the Designated Quality Control Personnel Certification above could result in the
revocation of the outsourcing facility’s license issued by the California State Board of Pharmacy.

Signature Date
(Outsourcing Facility Owner or Officer)
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The following Legal References are used in the self-assessment form. Many of these references
can be viewed on the Board of Pharmacy Web site at www.pharmacy.ca.gov (see Laws and
Regulations), at the California State Law Library, or at other libraries or Internet web sites.

Business and Professions Code, Division 1, Chapter 1 — General Provisions

Business and Professions Code, Division 2, Chapter 1 — General Provisions

Business and Professions Code, Division 2, Chapter 9 — Pharmacy

California Code of Regulation, Title 16, Division 17 — California State Board of Pharmacy

Civil Code, Division 1, Part 2.6, Chapter 2 — Disclosure of Medical Information by Providers
Code of Federal Regulations, Title 16, Chapter II, Subchapter E, Part 1700 — Poison Prevention
Packaging

Code of Federal Regulations, Title 21, Chapter |, Subchapter C, Part 210 — Current Good
Manufacturing Practice in Manufacturing, Processing, Packaging, or Holding of Drugs; General
Code of Federal Regulations, Title 21, Chapter |, Subchapter C, Part 211 — Current Good
Manufacturing Practice for Finished Pharmaceuticals

Code of Federal Regulations, Title 21, Chapter Il, Parts 1301, 1304, 1305, 1306, 1311

Health and Safety Code, Division 10 — Uniform Controlled Substances Act

Health and Safety Code, Division 104, Part 5 - Sherman Food, Drug, and Cosmetics Law
United States Code, Title 21, Chapter 9, Subchapter V, Part A — Federal Food, Drug, and
Cosmetic Act

United States Code, Title 21, Chapter 13 — Drug Abuse Prevention and Control

Initials
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