Veterinary Medical Board
Department of Consumer Affairs

Initial Statement of Reasons

Hearing Date: No hearing has been scheduled for the proposed action.

Subject Matter of Proposed Requlations: Drug Compounding

Sections Affected: California Code of Regulations (CCR), Title 16, Division 20, Article
11, Sections 2090, 2091, 2092, 2093, 2094, and 2095*

Background and Problem Statement:

Business and Professions Code (BPC) section 4800.1 mandates that the protection of
the public shall be the highest priority of the Veterinary Medical Board (Board) in
exercising its licensing, regulatory, and disciplinary functions. Whenever the protection
of the public is inconsistent with other interests sought to be promoted, the protection of
the public shall be paramount. The Board enforces the Veterinary Medicine Practice Act
(Act) and oversees veterinary licensees, veterinary technician registrants, veterinary
premises, and veterinary assistant controlled substance permit holders.

The conversation regarding Drug Compounding in veterinary premises originated at the
October 20, 2014 Veterinary Medical Board, Multidisciplinary Advisory Committee
(MDC) meeting. The conversation evolved due to a concern in the veterinary community
about the ability to compound drugs and the quality of the drugs from existing
compounding facilities. It was identified at this meeting that the current authority for
veterinarians to compound drugs was incomplete, and there is a need for further
clarification. Previously, veterinarians could compound medications through a limited
exemption identified in the Pharmacy Law (BPC sections 4051, 4052, and 4127 and
CCR sections 1735-1735.8 and 1751), but no specific grant of authority existed in the
Act authorizing licensed veterinarians to compound drugs for animal patients. The MDC
identified that there was a lack of statutory authority for veterinarians to provide limited
compounding services in their practices. Additional concerns raised by the MDC
included restrictions on dispensing a 72-hour supply of medications to a patient and the
need to develop a veterinarian-client-patient relationship (VCPR) prior to dispensing
medications. The MDC voted to recommend that the Board pursue developing a
legislative proposal that would provide statutory authority for veterinarians to compound
medications within the limitations of federal law.

At the April 28-29, 2015 meeting, the Board discussed the recommendation from the
MDC to develop a legislative proposal to allow veterinarians to compound drugs. The
Board agreed with the MDC that there was a need to further investigate this issue, but
could only do so with the proper statutory authority. The Board unanimously agreed to

1 All CCR references are to title 16 unless otherwise noted.

Page 1 of 22



move forward with pursuing a legislative proposal to provide an outlet for veterinarians
to compound drugs for animal patients. The Board delegated Board staff to work with
the California Veterinary Medical Association (CVMA) to develop legislative language
and appointed a legislative committee to review legislation of interest.

At the July 21-22, 2015 Board meeting, proposed statutory language regarding drug
compounding by veterinarians was presented to the Board for their consideration. The
Board identified some concerns with the proposed language, including a lack of defined
terms, storage requirements, and the limitations of dispensing only 72-hours of
compounded medication. The Board determined that the proposed language required
further revisions and delegated to the MDC and CVMA to work on revising the proposed
statutory language.

Following the July Board meeting, an MDC subcommittee met with the Executive Officer
of the California State Board of Pharmacy (Board of Pharmacy) and its Deputy Attorney
General (DAG) to discuss a statutory proposal for limited drug compounding by
veterinarians and to discuss compliance issues provided for in pharmacy laws and
regulations. This meeting determined that some of the Board’s concerns, including the
restrictions of dispensing a 72-hour supply to a patient, was not intended to be a
dispensing restriction imposed on a veterinarian. Following the meeting, the Board of
Pharmacy’s DAG drafted proposed language for the MDC’s consideration.

At the January 19, 2016 meeting, the MDC discussed current issues regarding
veterinary compounding and the proposed language developed by the Board of
Pharmacy’s DAG (see Tab D.4). The MDC discussed the federal regulation authorizing
veterinarian drug compounding (21 CFR 8§ 530.13) and how to address the identified
issues without going beyond the federal prohibition on bulk drug compounding. The
MDC recommended changes to the proposed statutory language and identified that
some of the language should be handled through regulations to provide additional
specificity and clarification. The MDC agreed on the recommended changes and to
forward the statutory language to the Board for their review and consideration.

The Board reviewed the recommendations from the MDC regarding the proposed
statutory language at the January 20-21, 2016 meeting. The Board voted to present the
language as presented to the Legislative Subcommittee to carry a bill to authorize
veterinarians to compound drugs.

Senate Bill (SB) 1193 (Hill, Chapter 484, Statutes of 2016) incorporated the Board’s
proposed language to authorize limited compounding by veterinarians. The Board
discussed SB 1193 at the April 20-21, 2016 meeting and requested amendments to SB
1193 to allow a broader grant of authority for veterinarians to compound drugs with a
provision that, by regulation, the Board and Board of Pharmacy would work together to
define the limitations of the drug compounding authority of veterinarians. The Board
voted to revise the proposed statutory language and request amendments to SB 1193.
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At the July 19, 2016 meeting, the MDC discussed the regulatory proposal to further
define the restrictions and parameters for veterinarian drug compounding. The MDC
reviewed the Code of Federal Regulations Title 21, Part 530.13, a summary of Federal
Drug Administration (FDA) guidance document #230, titled “Compounding Animal
Drugs from Bulk Drug Substances,”?and proposed Pharmacy Board regulations
regarding drug compounding for consideration when developing drug compounding
regulations for veterinary medicine. The proposed regulations included a definition of
compounding that was modeled upon the Board of Pharmacy regulations (CCR section
1735). Public comments received included concerns regarding the quality of products
received from existing compounding pharmacies, when the veterinarians are unable to
compound their own medications. The MDC also discussed whether to define bulk
compounding and determine its necessity in regulations.

At the January 17, 2017 meeting, the MDC reviewed SB 1193, which was approved by
the Governor and went into effect on January 1, 2017, and provided statutory authority
for the Board to create regulations that would clarify the process for veterinarians to
compound drugs. The MDC and members of the public reviewed the proposed
regulatory language and suggested several substantive revisions, but agreed to
continue reviewing the proposed regulatory language at subsequent meetings to ensure
all issues were addressed.

On April 14, 2017, an MDC subcommittee met with the Board of Pharmacy to determine
the parameters of veterinary in-office compounding. The MDC explained its goals in
obtaining limited compounding provisions and received the support of the Board of
Pharmacy for the Board to regulate its own veterinary compounding. At the April 18,
2017 meeting, the MDC discussed the details of the meeting with the Board of
Pharmacy and continued to review the proposed regulatory language for drug
compounding. The MDC also discussed the United States Pharmacopeia (USP) 800
that would be introduced and impact a veterinarian’s ability to compound chemotherapy
and hazardous drugs.

At the July 25, 2017 meeting, the MDC revisited the topic of drug compounding and
clarified that the regulations were not intended for commercial drug compounding, but
are to be limited to compounding drugs in a veterinary office for the treatment of an
animal patient. The MDC made amendments to the proposed regulatory language and
voted to move the language forward to the Board for their consideration.

The Board reviewed the MDC approved language at the October 18-19, 2017 meeting.
The Board discussed the language and made minor revisions to include reference to
new CCR section 2095, subsection (d) regarding animal patient records. The Board
moved to accept the proposed regulatory language as amended and directed Board
staff to proceed with developing the regulatory file.

2 0On November 7, 2017, the FDA announced withdrawal of draft guidance document #230 and stated its intention to issue a new
draft for public comment in 2018. Subsequently, an FDA draft guidance document #256 was established and released for public
comment in November of 2019.
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At its October 9-11, 2019 meeting, the Board reviewed the proposal to determine
whether the Board of Pharmacy should be authorized to inspect the premises. As BPC
section 4170, subdivision (b), provides that the Board is charged with the enforcement
of the Pharmacy Law as to the Board’s respective licensees, and only the Board is
authorized to enforce the Veterinary Medicine Practice Act, and drug compounding
statute thereunder, the Board determined it unnecessary to provide inspection authority
to the Board of Pharmacy. Accordingly, the Board removed the Board of Pharmacy from
the proposal and adopted the proposal on October 10, 2019.

At its January 30-31, 2020 meeting, the Board was notified that since it last met, the
U.S. Department of Health and Human Services, FDA, Center for Veterinary Medicine,
released a new draft guidance #256 on "Compounding Animal Drugs from Bulk Drug
Substances.” The Board reviewed a copy of the FDA draft guidance and a redline of
proposed text, prepared by Board counsel, which revised the drug compounding text
approved by the Board on October 10, 2019, in accordance with the FDA draft
guidance. The Board discussed the FDA’s proposed guidance for requiring direct
supervision of an RVT performing bulk substance compounding preparations for
individual animal patient dispensing and office stock and determined the policy was
sound and should be included in the proposal. Accordingly, on January 30, 2020, the
Board voted to approve the proposed amended drug compounding text and proceed
with the rulemaking process.

Problem: SB 1193 enacted a new statute, BPC section 4826.5, which authorized drug
compounding by veterinarians and supervised RVTs. However, that statute does not
provide specific definitions, practice provisions, or compounding processes. Although
the Pharmacy Law and its supporting regulations provide specific definitions, practice
provisions, and compounding processes, those laws do not fit well with the limited
scope of drug compounding provided by veterinarians. Veterinarians who provide
compounded drugs to clients for use on animal patients provide a limited service that
does not extend into commercial compounding or compounding services provided at the
level of pharmacies.

The regulatory proposal is intended to provide guidance and an enforcement
mechanism for inspectors to determine whether veterinarians and RVTs are
compounding drugs in accordance with their scope of practice, experience, and
premises. The rulemaking is necessary to provide veterinarians with guidance on the
proper procedures for storing, handling, and preparing compounded drugs.

SPECIFIC PURPOSE, ANTICIPATED BENEFIT, AND RATIONALE:
A. Adopt Article 11 of Division 20 of Title 16 of the CCR: Compounding in a
Veterinary Premises
1. Purpose: The purpose of adopting a new Article 11 for Compounding in a
Veterinary Premises is to organize the seven new regulation sections under one
heading.
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2. Anticipated Benefit: The Board anticipates the proposal will aid consumers,
veterinarians, RVTs, Deputy Attorneys General, and the Board to easily find all of
the regulations applicable to drug compounding in a veterinary premises.

3. Rationale: The proposal is necessary to make obvious for all users of the CCR
where the regulations applicable to drug compounding in a veterinary premises
are located. As there are seven new regulations that all inform drug
compounding in a veterinary premises, the Board determined it necessary to
create a new Article 11 under which the drug compounding regulations in this
proposal would be placed.

B. Adopt Section 2090 of Article 11 of Division 20 of Title 16 of the CCR:
Definitions
1. Purpose: The purpose of adopting CCR section 2090 is to provide definitions that
support new Article 11 relating to drug compounding in veterinary medicine to
satisfy the requirements of SB 1193 that the Board promulgate drug
compounding regulations.

2. Anticipated Benefits: The Board anticipates that veterinarians, RVTs, and
consumers will benefit from defined terms for drug compounding.

3. Rationale: The proposal is necessary to provide definitions for use in the new
drug compounding regulations required to be promulgated by SB 1193.

C. Adopt Section 2090, Subsection (a)(1)-(4)
1. Purpose: The purpose of this subsection is to make specific the scope of new
veterinary drug compounding authority by defining the term “compounding.”

2. Anticipated Benefits: The Board anticipates that veterinarians, and the RVTs they
supervise, will benefit from a specific definition of the meaning of “compounding”
relevant to the new drug compounding authority provided to veterinarians and
their supervised RVTs in BPC section 4826.5. The Board anticipates that
consumers and their animals will also benefit from a definition of compounding
when performed by veterinarians and RVTs.

3. Rationale: This proposal is necessary to implement, interpret, and make specific
the statutory drug compounding provisions established in BPC section 4826.5.
Although prescribing and drug compounding veterinarians are subject to the
Pharmacy Law and its supporting regulations and federal laws, and must follow
the drug compounding standards established by the United States
Pharmacopeial Convention (USP), these laws do not provide clear guidance to
California veterinarians on how the Board regulates drug compounding
performed at a veterinary premises. To devise an appropriate definition of
‘compounding” in a veterinary premises, the Board began with the definition of
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“‘compounding” provided in CCR, title 16, division 17, article 4.5, section 1735,
Compounding in Licensed Pharmacies. The definition was revised to apply to
drug compounding in a registered veterinary premises performed by a licensed
veterinarian who has established a veterinary-client-patient relationship (VCPR)
for the patient, or an RVT under the direct or indirect supervision of that
veterinarian. These revisions were necessary to differentiate the pharmacy
setting, where drugs are compounded pursuant to a written order received from a
prescribing licensed health care professional, from the veterinary premises
setting, where drugs are compounded by the treating health care professional
(veterinarian) for use on individual patients.

Under the Board’s regulations, CCR section 2032.1, a veterinarian is prohibited
from administering, prescribing, dispensing, or furnishing a drug for the
prevention, cure, or relief of a wound, fracture or bodily injury or disease of an
animal without first establishing a VCPR. A VCPR is established by the client
authorizing the veterinarian to assume responsibility for making medical
judgments regarding the health of the animal, including the need for medical
treatment, the veterinarian has sufficient knowledge of the animal and is
personally acquainted with the care of the animal, as specified, by virtue of an
examination or by medically appropriate and timely visits to the premises where
the animals are kept, and the veterinarian has assumed responsibility for making
medical judgments regarding the health of the animal and has communicated
with the client a course of treatment appropriate to the circumstance. Notably, the
establishment of the VCPR is a significant difference from what a pharmacist is
required to do prior to compounding a drug for another practitioner’s patient.
However, since the veterinarian may be both the prescriber and the “pharmacist,”
it is necessary to require the veterinarian to properly prescribe and compound the
appropriate drug for use on their established patient.

In addition, the definition of “compounding” in the veterinary premises would list
the same activities, paragraphs (1) through (4), that are listed under the
pharmacy regulation, since the compounding activity is the same in either a
veterinary premises or a pharmacy.

D. Adopt Section 2090, Subsection (b)
1. Purpose: The purpose of this subsection is to make specific the scope of new
veterinary drug compounding authority by defining the term “compounding.”

2. Anticipated Benefits: The Board anticipates that veterinarians, and the RVTs they
supervise, will benefit from a specific definition of the meaning of “compounding”
relevant to the new drug compounding authority provided to veterinarians and
their supervised RVTs in BPC section 4826.5. The Board anticipates that
consumers and their animals will also benefit from a definition of compounding
when performed by veterinarians and RVTs.
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3.

Rationale: This proposal is necessary to implement, interpret, and make specific
the statutory drug compounding provisions established in BPC section 4826.5. In
addition to the rationale provided above for the adoption of CCR section 2090,
subsection (a), this subsection is necessary to establish the level of supervision
required for compounding bulk substances. In the newly released “Draft
Guidance on Compounding Animal Drugs from Bulk Substances,” the FDA
authorizes veterinarians to compound bulk substances for patient-specific
prescriptions or for office stock (without patient-specific prescriptions). The FDA
defines a bulk drug substance as any substance that is represented for use in a
drug and that, when used in the manufacturing, processing, or packaging of a
drug, becomes an active ingredient or a finished dosage form of the drug. (21
CFR 8§ 207.3(a)(4).) In developing the Guidelines, the FDA noted that:

[T]here are many different species of animals, each with a variety of
diseases and conditions for which there are no FDA-approved,
conditionally approved, or indexed drugs. While there are cases in which
FDA-approved animal or human drugs can be used to treat an animal
under the extralabel use provides of the [Food, Drug and Cosmetics Act]
and related regulations, FDA recognizes that there are circumstances in
which no FDA-approved, conditionally approved, or indexed drug
(including the extralabel use of an FDA-approved animal or human drug)
can be used to treat an animal with a particular condition. In those limited
circumstances, an animal drug compounded from bulk drug substances
may be a medically appropriate treatment.

The FDA'’s Guidelines advise that compounding of animal drugs from bulk
substances should be compounded by or under the direct supervision of a
veterinarian for either patient-specific prescriptions or office stock. Following the
release of the FDA’s Guidelines, the Board determined, at its January 30, 2020
meeting, that the drug compounding proposal should be revised to specifically
require direct supervision for bulk drug compounding. Accordingly, the proposal
creates subsection (b) to provide for bulk drug compounding under direct
supervision of a veterinarian separate from subsection (a), which would require
indirect supervision of a veterinarian.

E. Adopt Section 2090, Subsection (c)

1.

2.

Purpose: The purpose of this subsection is to make specific the new drug
compounding authority by defining what is not included in the term
‘compounding.”

Anticipated Benefits: The Board anticipates that veterinarians, and the RVTs they
supervise, will benefit from a specific definition of the meaning of “compounding”
relevant to the new drug compounding authority provided to veterinarians and
their supervised RVTs in BPC section 4826.5. The Board anticipates that
consumers and their animals will also benefit from a definition of compounding by
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clear Board oversight of the drug compounding activities that can and cannot be
performed by veterinarians and their RVTSs.

Rationale: This subsection is necessary to limit the scope of compounding, which
would not include reconstitution of a drug pursuant to a manufacturer’s direction
for oral, rectal, topical, or injectable administration, or the sole act of tablet
splitting or crushing, capsule opening, or the addition of flavoring agents to
enhance palatability. These are activities that do not otherwise require mixing
drugs or determining measurements of the mixed drugs, and these activities are
similarly excluded from the definition of “compounding” in licensed pharmacies.

F. Adopt Section 2090, Subsection (d)

1.

2.

Purpose: The purpose of this subsection is to make specific the new drug
compounding authority by defining a drug’s “expiration date.”

Anticipated Benefits: The Board anticipates that veterinarians, and the RVTs they
supervise, will benefit from a specific definition of the meaning of “expiration
date” relevant to the new drug compounding authority provided to veterinarians
and supervised RVTs in BPC section 4826.5. The Board anticipates that
consumers and their animals will also benefit from a definition of an expiration
date, so animals are less likely to receive expired drugs.

Rationale: This subsection is necessary to make clear when a drug cannot be
administered or dispensed following the drug’s compounding. The pharmacy
regulation (CCR section 1735.1, subsection (b)) contains a similar definition for
“beyond use date,” which the Board initially considered but determined did not fit
well into veterinary practice. Veterinary drug labeling software used at veterinary
premises typically assigns an “expiration date,” not a “beyond use date.” Further,
“expiration date” corresponds with the existing labeling requirements for
dispensed drugs under CCR section 2032.2, subsection (b)(6). In addition, the
use of “expiration date” would aid in distinguishing a drug compounded in a
veterinary premises rather than in a pharmacy.

G. Adopt Section 2091 of Article 11 of Division 20 of Title 16 of the CCR:
Veterinary Drug Compounding

1.

2.

Purpose: The purpose of adopting CCR section 2091 is to establish limitations on
the scope of veterinarian and supervised RVT drug compounding in order to
satisfy the requirements of SB 1193 that the Board promulgate drug
compounding regulations.

Anticipated Benefits: The Board anticipates that veterinarians, RVTs, and
consumers will benefit from a well-defined scope of drug compounding practice
at a veterinary premises that ensures the safety and efficacy of a compounded
drug preparation.
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3. Rationale: This subsection is necessary to provide safety measures for drugs
compounded by a veterinarian.

H. Adopt Section 2091, Subsection (a)
1. Purpose: The purpose of this subsection is to establish safety and drug efficacy
requirements for drugs compounded in a veterinary premises.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from Board oversight of the safety and efficacy of drug preparations
compounded by veterinarians and their RVTSs.

3. Rationale: This subsection is necessary to implement, interpret, and make
specific the statutory drug compounding provisions established in BPC section
4826.5. Although prescribing and drug compounding veterinarians are subject to
the Pharmacy Law and its supporting regulations and federal laws, and must
follow the drug compounding standards established by the USP, these laws do
not provide clear guidance to California veterinarians on how the Board regulates
drug compounding performed at a veterinary premises. To establish the limited
scope of drug compounding by veterinarians, the Board determined it necessary
to require a veterinarian to ensure the safety and efficacy of the compounded
drug preparation. This necessarily includes requiring the veterinarian to avoid
known drug incompatibilities and inappropriate complications. These provisions
are specific to drug compounding in veterinary premises, where commercial
and/or complex drug compounding is not intended.

I. Adopt Section 2091, Subsection (b)
1. Purpose: The purpose of this subsection is to limit the drug compounding in
veterinary premises to simple compounding procedures appropriate to the
veterinarian’s knowledge, skill, facilities, and available equipment.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from a limit on the complexity of drug compounding authorized in
veterinary premises. The Board also anticipates that veterinarians, RVTS,
veterinary assistants, clients, and their animals will benefit from a safe,
appropriate environment where drug compounding practices cannot exceed the
veterinarian’s knowledge, skill, facilities, or available equipment.

3. Rationale: This proposal is necessary to limit the scope of drug compounding
performed in a veterinary premises to only those compounds that the complexity
of the compounding does not exceed the veterinarian’s knowledge, skill, facilities,
or available equipment. These provisions are specific to drug compounding in
veterinary premises, where commercial and/or complex drug compounding is
neither intended nor allowed.
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J. Adopt Section 2091, Subsection (c)
1. Purpose: The purpose of this subsection is to establish limitations on sterile drug
compounding in a veterinary premises.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from Board oversight of sterile drug preparations compounded by
veterinarians and RVTs. The Board also anticipates that veterinarians, RVTSs,
veterinary assistants, clients, and their animals will benefit from safe, appropriate
sterile drug compounding.

3. Rationale: This subsection is necessary to establish limitations on sterile
compounding performed in a veterinary premises. Recognizing that drug
compounding in a veterinary premises is significantly less complex than in a
pharmacy, this proposal is necessary to limit sterile compounding for immediate
use except when the dilution of the ingredients is essential for the safe
administration of the drug preparation, there are no other human or animal drugs
that satisfy the need of the drug preparation, and there is a historical
documentation of the need, safety, and efficacy of the preparation. These
provisions are specific to drug compounding in veterinary premises, where
commercial and/or complex drug compounding is neither intended nor allowed,
and provide sufficient leeway for rare circumstances when a veterinarian may
need to prepare a sterile compound for treatment of an animal patient.

K. Adopt Section 2091, Subsection (d)
1. Purpose: The purpose of this subsection is to establish limitations on sterile drug
compounding in a veterinary premises to only compounding of drugs approved
by the FDA.

2. Anticipated Benefits: The Board anticipates that consumers and their pets will
benefit from Board oversight of sterile drug preparations compounded by
veterinarians and RVTs. The Board also anticipates that veterinarians, RVTS,
veterinary assistants, clients, and their animals will benefit from safe, FDA
approved sterile drug compounding.

3. Rationale: This subsection is necessary to establish limitations on sterile
compounding performed in a veterinary premises. Recognizing that drug
compounding in a veterinary premises is significantly less complex than in a
pharmacy, this proposal is necessary to limit sterile compounding to the use of
only FDA-approved drugs in sterile compounded drug preparations. These
provisions are specific to drug compounding in a veterinary premises, where
commercial and/or complex drug compounding is neither intended nor allowed.
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. Adopt Section 2092 of Article 11 of Division 20 of Title 16 of the CCR: Policies
and Procedures

1.

Purpose: The purpose of adopting CCR section 2092 is to establish requirements
for written policies and procedures for the safe compounding of drugs in a
veterinary premises.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from policies and procedures used by veterinarians and RVTs when
compounding drugs for use on animal patients. The Board also anticipates that
veterinarians and RVTs will benefit from established policies and procedures that
all veterinarians and supervised RVTs can follow at the veterinary premises.

Rationale: This subsection is necessary to establish written policies and
procedures for drug compounding in a veterinary premises. The section is based
on CCR section 1735.5, compounding policies and procedures in a pharmacy,
with minor revisions suitable for the non-commercial, non-complex drug
compounding in a veterinary premises.

. Adopt Section 2092, Subsection (a)(1) through (3)

1.

Purpose: The purpose of this subsection is to establish requirements for a written
manual that would contain the veterinary premises’ policies and procedures.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from a written policies and procedures manual used by veterinarians and
RVTs when compounding drugs for use on animal patients as the manual should
provide consistency and uniformity in the drug preparations. The Board also
anticipates that veterinarians and RVTs will benefit from established policies and
procedures that all veterinarians and supervised RVTs can follow at the
veterinary premises.

Rationale: This subsection is necessary to establish written policies and
procedures for drug compounding in a veterinary premises. The section is based
on CCR section 1735.5, compounding policies and procedures in a pharmacy,
with minor revisions suitable for the non-commercial, non-complex drug
compounding in a veterinary premises. The written manual would have to contain
all of the following: (1) a list of the requirements of a formula document, the
requirements established for expiration dates, and labeling requirements; (2)
policies and procedures for training RVTs who may perform compounding drug
preparations; and (3) policies and procedures for a quality assurance program.
Each of these requirements is necessary to ensure the safety of the drug
preparation and safety of the individuals preparing the drug compounds.
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N. Adopt Section 2092, Subsection (b)(1) through (6)

1.

Purpose: The purpose of this subsection is to establish requirements for a
formula document that must be maintained for each compounded drug
preparation.

. Anticipated Benefits: The Board anticipates that consumers and their animals will

benefit from written formula documents for each compounded drug preparation
made by veterinarians and RVTs when compounding drugs for use on animal
patients, as the document should provide consistency and uniformity in the drug
preparations. The Board also anticipates that veterinarians and RVTs will benefit
from established compounded drug preparation formula documents that all
veterinarians and supervised RVTs can follow at the veterinary premises.

Rationale: This subsection is necessary to establish requirements for written
formula documents that must be maintained for each compounded drug
preparation. The section is based on CCR section 1735.2, subdivision (e),
compounding limitations and requirements in a pharmacy. The formula document
for each compounded drug preparation would have to contain all of the following:
(1) active ingredients to be used, (2) equipment to be used; (3) the expiration
date of the preparation; (4) inactive ingredients to be used; (5) specific
compounding steps to be used to prepare the drug; and (6) instructions for
storage, handling, and administration of the compounded preparation. The Board
determined that each of these requirements is necessary to ensure the safety of
the drug preparation and safety of the individuals preparing the drug compounds.
In addition, the proposal is necessary to satisfy the requirements in BPC section
4826.5 that requires the Board’s drug compounding regulations to address the
storage of drugs and the equipment necessary for the safe compounding of
drugs.

O. Adopt Section 2092, Subsection (c)

1.

2.

Purpose: The purpose of this subsection is to authorize a veterinary premises to
include their formula documents in the written policies and procedures manual.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from a written policies and procedures manual that contains the formula
document for each compounded drug preparation made by veterinarians and
RVTs when compounding drugs for use on animal patients, as the manual
should help provide consistency and uniformity in the drug preparations. The
Board also anticipates that veterinarians and RVTs will benefit from established
compounded drug preparation formula documents that all veterinarians and
supervised RVTs can follow at the veterinary premises.

Rationale: This subsection is necessary to establish written policies and
procedures for drug compounding in a veterinary premises. The proposal would
authorize a veterinary premises to maintain their compounded drug preparations
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in the written policies and procedures manual. The Board determined that having
one location that contains all of the formula documents is beneficial to the
veterinarians and supervised RVTs preparing drug compounds, and helps to
ensure the safety of the drug preparation.

P. Adopt Section 2092, Subsection (d)

1.

Purpose: The purpose of this subsection is to authorize a veterinary premises to
include in the patient’s medical record the formula record for a drug compounding
preparation that is not routinely used.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from the ability of the veterinary premises to maintain uncommon drug
compounding preparation formula records within the animal patient's medical
record. The Board also anticipates that veterinarians and RVTs will benefit from
immediate access through the patient’s medical record to the formula record.

Rationale: This subsection is necessary to authorize a veterinary premises to
maintain in a patient’s medical record the uncommon formula record for the drug
compounding preparation to be used for an individual animal patient. This
subsection is based on CCR section 1735.2, subdivision (f), which authorizes a
pharmacy that does not routinely compound a particular drug preparation to
maintain the master formula record on the prescription document itself. The
Board determined that maintaining the uncommon formula record in the animal
patient’'s medical record is appropriate and helpful when the client returns to the
veterinary premises for refills of the uncommon drug compounding preparation.

Q. Adopt Section 2092, Subsection (e)(1) through (6)

1.

2.

Purpose: The purpose of this subsection is to establish the recordation in the
animal patient’s medical record of specified information of the compounded drug
preparation prepared for that patient.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from the list of information provided in this subsection; in the event of an
adverse reaction to the compounded drug, the veterinary staff would be better
prepared to treat the animal patient with the specific drug compounding
information documented in the patient’s record. The Board also anticipates that
veterinarians and RVTs will benefit from immediate access through the patient’s
medical record to the drug compounding information.

Rationale: This subsection is necessary to require specific drug compounding
preparation information to be recorded in the animal patient’s medical records.
This subsection is based on CCR section 1735.3, subdivision (a), which provides
a list of specific information that must be recorded in the pharmacy records for
each compounded drug preparation. In addition, CCR section 1735.3,
subdivision (b), requires pharmacies to maintain records of the proper storage of
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drug products and components used in compounding. Similarly, the Board
determined that the patient’s medical record should also contain information on
the proper storage of the compounded drug preparation. The Board determined
that maintaining compounded drug preparation information specific to each
instance of a compounded drug preparation is necessary for immediate access
to the drug information in the event the animal patient has an adverse reaction to
the compounded drug.

R. Adopt Section 2092, Subsection (f)

1.

Purpose: The purpose of this subsection is to establish that the veterinarian who
performs or supervises the compounding of drug preparations is responsible for
training and supervision of the RVT who is compounding the drug preparation
and proper storage of the drugs used in compounding and the compounded drug
preparations.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from proper RVT supervision and training in drug compounding
preparations and storage. The Board also anticipates that RVTs will benefit from
training and supervision by the veterinarian.

Rationale: This subsection is necessary to assign to the supervising veterinarian
the responsibility of training and supervision of the RVT who compounds drugs.
This subsection is also necessary to comply with the mandate of SB 1193 that
requires the Board’s regulations to address the storage of drugs and the level
and type of supervision of RVTs who prepare drug compound preparations.

S. Adopt Section 2093 of Article 11 of Division 20 of Title 16 of the CCR:
Expiration Dates

1.

2.

Purpose: The purpose of adopting CCR section 2093 is to determine the
expiration dates for both sterile and non-sterile compounded drug preparations to
ensure that veterinarians are providing medication safe for use on animal
patients that could be otherwise harmful or damaging to the animal patient.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from established expiration dates for sterile and non-sterile compounded
drug preparations. The Board also anticipates that veterinarians and supervised
RVTs will benefit from specific expiration date requirements provided in this
section.

Rationale: This section is necessary to ensure that veterinarians adhere to
specific expiration dates that protect their animal patients from expired drugs.
This section is based upon the pharmacy regulation, CCR section 1735.2,
subdivision (i), which specifies the beyond use dates for sterile and non-sterile
compounded drug preparations. It is necessary to modify the pharmacy
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regulation to reflect the common veterinary premises use of the term expiration
date, which is also used in veterinary software.

T. Adopt Section 2093, subdivision (a)(1) through (2)

1. Purpose: The purpose of this subsection is to establish expiration dates for non-
sterile compounded drug preparations to ensure that veterinarians are providing
medication safe for use on animal patients that could be otherwise harmful or
damaging to the animal patient.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from established expiration dates for non-sterile compounded drug
preparations. The Board also anticipates that veterinarians and supervised RVTs
will benefit from specific expiration date requirements provided in this subsection.

3. Rationale: This subsection would establish that the expiration date shall not
exceed either 180 days from the date the preparation is compounded or the
shortest expiration date of any ingredient in the non-sterile compounded drug
preparation. This subsection is necessary to ensure that veterinarians adhere to
specific expiration dates that protect the animal patients from expired drugs. This
subsection is based upon the pharmacy regulation, CCR section 1735.2,
subsection (i)(1), which specifies the beyond use dates for non-sterile
compounded drug preparations. It is necessary to modify the pharmacy
regulation to reflect the common veterinary premises use of the term expiration
date, which is also used in veterinary software, as well as establish appropriate
expiration dates for the less complex drug compounding preparations performed
at a veterinary premises.

U. Adopt Section 2093, subdivision (b)(1) through (2)

1. Purpose: The purpose of this subsection is to establish expiration dates for sterile
compounded drug preparations to ensure that veterinarians are providing
medication safe for use on animal patients that could be otherwise harmful or
damaging to the animal patient.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from established expiration dates for sterile compounded drug
preparations. The Board also anticipates that veterinarians and supervised RVTs
will benefit from specific expiration date requirements provided in this subsection.

3. Rationale: This subsection would establish that the expiration date shall not
exceed either 30 days from the date the preparation is compounded or the
shortest expiration date of any ingredient in the non-sterile compounded drug
preparation. This subsection is necessary to ensure that veterinarians adhere to
specific expiration dates that protect the animal patients from expired drugs. This
subsection is based upon the pharmacy regulation, CCR section 1735.2,
subsection (i)(2), that specifies the beyond use dates for sterile compounded
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drug preparations. It is necessary to modify the pharmacy regulation to reflect the
common veterinary premises use of the term expiration date, which is also used
in veterinary software, as well as establish appropriate expiration dates for the
less complex drug compounding preparations made at a veterinary premises.

V. Adopt Section 2093, subdivision (c)

1. Purpose: The purpose of this subsection is to establish when an expiration date
for non-sterile or sterile compounded drug preparations could be extended and
ensure that veterinarians are providing medication safe for use on animal
patients that could be otherwise harmful or damaging to the animal patient.

2. Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from the veterinarian’s ability to extend an expiration date for a non-sterile
or sterile compounded drug preparations. The Board also anticipates that
veterinarians and supervised RVTs will benefit from the ability to extend the
expiration date of the compounded drug preparation in certain circumstances.

3. Rationale: This subsection would establish that the expiration date of a non-
sterile or sterile compounded drug preparation may be extended if the product’s
integrity, potency, and quality are measurable and demonstrable. This subsection
is based upon the pharmacy regulation, CCR section 1735.2, subsection
(1)(1)(G), which provides that a non-sterile compounded drug preparation beyond
use date may be extended if the pharmacist researches drug-specific and
general stability documentation and literature, analyzes the documentation and
literature, and maintains documentation of the research, analysis, and
conclusion. This subsection is also based upon CCR section 1735.2, subsection
()(3), which authorizes extension of a beyond use date for sterile compounded
drug preparations when the extension is based on suitability, integrity, and
stability tests. The drug compounding performed in a veterinary premises is not
as complex as that performed in a pharmacy, so the Board determined that the
expiration dates of sterile and non-sterile drug compounding preparations could
be extended if the product’s integrity, potency, and quality are measurable and
demonstrable. This standard would necessitate the veterinarian to research and
document the reasoning behind extending the expiration of the compounded
drug preparation, which effectively resolves extended expiration dates in the
veterinary premises setting.

W. Adopt Section 2094 of Article 11 of Division 20 of Title 16 of the CCR: Labeling
and Compounded Preparations
1. Purpose: The purpose of adopting CCR section 2094 is to provide specific
requirements for a veterinarian to label all compounded drugs and to ensure that
the veterinarian performing drug compounding is adhering to the same labeling
requirements established for drugs dispensed to clients for use on animal
patients.
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2.

Anticipated Benefits: The Board anticipates that consumers and their animals will
benefit from properly labeled compounded drug preparations performed at the
veterinary premises.

Rationale: This subsection is necessary to establish labeling requirements for
compounded drug preparations performed at a veterinary premises. As the
Board has already established labeling requirements for drugs dispensed to
clients for use on animal patients, the Board determined these same labeling
requirements are necessary for compounded drug preparations.

. Adopt Section 2095 of Article 11 of Division 20 of Title 16 of the CCR: Quality
Assurance

1.

Purpose: The purpose of adopting CCR section 2095 is to establish quality
assurance requirements and procedures for documenting and assessing
medication errors resulting from compounded drug preparations made at a
veterinary premises.

. Anticipated Benefits: The Board anticipates that the health, safety, and welfare of

consumers and their animals will benefit from quality assurance requirements for
compounded drug preparations that would provide accountability, records, and
client communication.

Rationale: This section is necessary to ensure that medication errors in
compounded drug preparations are evaluated, documented, and communicated
to clients to avoid injury or mitigate any medication errors. This section is based
on the pharmacy regulation, CCR section 1711, which establishes quality
assurance program requirements in pharmacies.

. Adopt Section 2095, subsection (a)

1.

Purpose: The purpose of this subsection is to require veterinary premises where
drug compounding is performed to establish a quality assurance program to
document and assess medication errors in drug compounding preparations to
determine the cause and appropriate response.

Anticipated Benefits: The Board anticipates that the health, safety, and welfare of
consumers and their animals will benefit from quality assurance requirements for
compounded drug preparations that would provide accountability, records, and
client communication.

Rationale: This section is necessary to establish the responsibility of a veterinary
premises where drug compounding is performed to ensure that medication errors
in compounded drug preparations are evaluated, documented, and
communicated to clients to avoid injury or mitigate the medication errors. This
section is based on the pharmacy regulation, CCR section 1711, subdivision (a),
which requires pharmacies to establish quality assurance program requirements.
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Z. Adopt Section 2095, subsection (b)

AA.

BB.

1. Purpose: The purpose of this subsection is to establish the reason for requiring

the quality assurance programs to be established at a veterinary premises where
drug compounding is performed.

. Anticipated Benefits: The Board anticipates that the health, safety, and welfare of

consumers and their animals will benefit from quality assurance requirements for
compounded drug preparations that would provide accountability, records, and
client communication.

. Rationale: This section is necessary to instruct veterinary premises and

veterinarians as to the purpose of the quality assurance program, which will
inform them of what actions are necessary when a medication error occurs. This
section is based on the pharmacy regulation, CCR section 1711, subdivision (e),
which establishes the primary purpose of a quality assurance review in
pharmacies.

Adopt Section 2095, subdivision (c)

. Purpose: The purpose of this subsection is to establish the veterinarian’s

responsibilities to the client when the veterinarian determines that a medication
error in a compounded drug preparation has occurred.

. Anticipated Benefits: The Board anticipates that the health, safety, and welfare of

consumers and their animals will benefit from assigning responsibility to a
veterinarian who determines that a medication error has occurred and requiring
the veterinarian to communicate as soon as possible to the client that a
medication error has occurred.

. Rationale: This subsection is necessary to ensure that the client is notified as

soon as possible when a medication error in a compounded drug preparation has
occurred. This subsection is based on CCR section 1711, subdivision (c)(2),
which requires a pharmacist to communicate to the patient the fact that a
medication error has occurred. This subsection is also necessary to inform the
client of what steps are required to avoid injury to the animal patient or to mitigate
the error, which is also a requirement in the pharmacy law.

Adopt Section 2095, subdivision (d)

. Purpose: The purpose of this subsection is to ensure confidentiality protection for

records generated and maintained as a component of the ongoing quality
assurance program.

. Anticipated Benefits: The Board anticipates that veterinarians will maintain better

records for the quality assurance program and will be less inhibited in
documenting medication errors by making those records confidential. The Board
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CC.

also anticipates that the health, safety, and welfare of consumers and their
animals will benefit from veterinarians properly documenting medication errors.

Rationale: This subsection is necessary to ensure that medication errors in
compounded drug preparations are well documented and peer reviewed. This
subsection is based on the pharmacy law, BPC section 4125, subdivision (b),
which establishes the same confidentiality protection for records generated and
maintained as part of a pharmacy’s ongoing quality assurance program. As in the
pharmacy law, the subsection maintains the ability of the Board’s authority to
review these records as necessary to protect the public health and safety or if
fraud is alleged by a government agency with jurisdiction over the veterinary
premises (e.g., the federal Drug Enforcement Agency). Further, this subsection
maintains client access to the animal patient’s medical records.

Adopt Section 2095, subsection (e)

Purpose: The purpose of this subsection is to inform veterinary premises and
veterinarians that reports of drug contraindications and adverse reactions may be
included in the quality assurance documentation.

Anticipated Benefits: The Board anticipates that this provision would benefit
veterinarians who would have access to a more complete quality assurance
program that includes reports of drug contraindications and adverse reactions.
The Board anticipates that the health, safety, and welfare of consumers and their
animals will benefit from veterinarians who are informed through the quality
assurance program of drug contraindications and adverse reactions to drugs
used in compounded drug preparations.

Rationale: This section is necessary to encourage veterinary premises and
veterinarians to maintain a robust quality assurance program by including reports
of drug contraindications and adverse reactions in the quality assurance
documentation.

Underlying Data

October 20, 2014 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

April 28-29, 2015 Board Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

July 21-22, 2015 Board Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

January 19, 2016 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

January 20-21, 2016 Board Meeting Agenda; Relevant Meeting Materials;
and Meeting Minutes
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o April 20-21, 2016 Board Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o July 19, 2016 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o January 17, 2017 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o April 18, 2017 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o July 25, 2017 MDC Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o October 18-19, 2017 Board Meeting Agenda; Relevant Meeting Materials;
and Meeting Minutes

o October 9-11, 2019 Board Meeting Agenda; Relevant Meeting Materials; and
Meeting Minutes

o January 30-31, 2020 Board Meeting Agenda; Relevant Meeting Materials;
and Draft Meeting Minutes

Business Impact

The Board has made an initial determination that the proposed regulations will not have
a significant adverse economic impact directly affecting businesses. The Board is
informed that drug compounding already occurs in veterinary premises. These
regulations provide specific regulations for drug compounding in the limited setting of a
veterinary premises so that these veterinary premises are not required to piece together
the relevant drug compounding requirements under the pharmacy law and its
supporting regulations.

Economic Impact Analysis
This regulatory proposal will have the following effects:

e It will not create or eliminate jobs within the State of California because the
proposed regulations apply to veterinary premises where drug compounding
occurs. The regulatory proposal benefits veterinary premises by providing drug
compounding provisions specific to veterinary premises and eliminates the need
for these veterinary premises to attempt to conform to the drug compounding
provisions already established under the pharmacy law.

e This proposal will not create new businesses or eliminate existing businesses
within the State of California because the regulation is not a requirement for all
veterinarians or veterinary premises, but only applies to veterinary premises
where drug compounding already occurs. The regulatory proposal benefits
veterinary premises by providing drug compounding provisions specific to
veterinary premises and eliminates the need for these veterinary premises to
attempt to conform to the drug compounding provisions already established
under the pharmacy law.
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e It will not affect the expansion of businesses currently doing business within the
State of California because it only applies to veterinary premises where drug
compounding is performed. The regulatory proposal benefits veterinary premises
by providing drug compounding provisions specific to veterinary premises and
eliminates the need for these veterinary premises to attempt to conform to the
drug compounding provisions already established under the pharmacy law.

e This regulatory proposal would benefit the health, safety, and welfare of
California residents and their animals because it provides Board oversight over
veterinarians, RVTs, and veterinary premises that provide drug compounding
preparations for use on animal patients and specifies requirements for safe,
effective drug compounding.

e This regulatory proposal may benefit worker safety at veterinary premises as it
establishes requirements, policies, and procedures to be followed by
veterinarians and supervised RVTs when making a compounded drug
preparation.

e This regulatory proposal does not affect the state’s environment because it
regulates drug compounding performed inside a veterinary premises.

Overview

There are approximately 3,500 veterinary premises, 12,400 veterinarians, and 7,200
registered veterinary technicians (RVTs) in California. The proposal will impact all
animal hospitals and individual licensed veterinarians and RVTs, by allowing
veterinarians, RVTs and veterinary premises to provide drug compounding services.
This proposal would impact businesses ranging from small private businesses to
corporations that own veterinary hospitals. The Board estimates approximately 80 to 90
percent (2800 or 3150) of the approximately 3,500 veterinary practices are small
businesses. The Board does not anticipate the creation or elimination of businesses as
a result of the proposal.

Economic Impact Assessment of Benefits

The Board has determined the proposal would benefit the health, safety, and welfare of
California consumers and their animals because it provides Board oversight over
veterinarians, RVTSs, and veterinary premises that provide drug compounding
preparations for use on animal patients and specifies requirements for safe, effective
drug compounding. This regulatory proposal may benefit worker safety in veterinary
premises as it establishes requirements, policies, and procedures to be followed by
veterinarians and supervised RVTs when making compounded drugs for animals. This
proposal does not affect the state’s environment. The Board anticipates that consumers
and their animals would benefit from increased access to compounded drugs for
animals. The Board also anticipates that veterinarians, RVTs, and veterinary premises
will benefit from clarification as to how to safely perform drug compounding for animal
patients.
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Requirements for Specific Technologies or Equipment
This regulatory proposal does not mandate the use of specific technologies or equipment.

Consideration of Alternatives

No reasonable alternative to the regulatory proposal would be either more effective in
carrying out the purpose for which the regulation has been proposed or as effective or
less burdensome to affected private persons and equally effective in achieving the
purposes of the regulation in a manner that ensures full compliance with the law being
implemented or made specific.

Set forth below are the alternatives that were considered and the reason the alternative
was rejected or adopted:

1. Adopt all or most of the pharmacy drug compounding regulations and modify
them to apply to veterinary premises. This alternative was rejected because the
drug compounding provisions applicable to pharmacies requires significantly
more regulation than drug compounding in a veterinary premises requires.
Pharmacists perform commercial, complex, and hazardous drug compounding
preparations, which is not performed at veterinary premises. To address the
safety of drug compounding preparations performed in a veterinary premises, the
Board determined that some of the pharmacy laws and regulations were
appropriate, with modifications, and this rulemaking reflects those laws and
regulations the Board found to be applicable to drug compounding at a veterinary
premises.
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