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Call to Order, Establishment of Quorum, and General Announcements

Public Comments on Iltems Not on the Agenda/Agenda Items for Future Meetings

Note: The Committee may not discuss or take action on any matter raised during this
public comment section that is not included on this agenda, except to decide whether
to place the matter on the agenda of a future meeting. [Government Code sections
11125, 11125.7(q)]

Discussion, Consideration and Approval of Draft Minutes from the March 23, 2023
Enforcement and Compounding Committee Meeting

Attachment 1 includes a copy of the draft minutes.

Presentation on US Pharmacopeia (USP) General Chapter 800, Hazardous Drugs —
Handling in Healthcare Settings

USP Chapter 800 provides standards for safe handling of hazardous drugs to minimize
the risk of exposure to healthcare personnel, patients and the environment. Consist with
action taken by the USP Compounding Expert Committee, USP Chapter 800 shall
become compendial on November 1, 2023. To assist with implementation, USP has
published FAQs on the Chapter available on its website.

During the meeting members will receive a brief overview of the provisions established in
the Chapter. A copy of the presentation slides is provided in Altachment 2.

Discussion, Consideration and Possible Action on Proposal to add new titles and
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Sections 1737-1737.18 to Article 4.7 of Division 17 of Title 16 of the California Code of
Regulations Related to Hazardous Drugs

Relevant California Law
Artficle 7.5, Business and Professions Code (BPC) Sections 4127-4127.8 establish many of
the statutory requirements for compounding sterile drug products, including:

e BPC section 4127 which generally provides that a pharmacy that compounds
sterile drug products shall possess a sterile compounding pharmacy license as
provided in this article and the Board shall adopt regulations to establish policies,
guidelines, and procedures to implement. Further, the Board shall review any
formal revision to General Chapter 797 of the United States Pharmacopeia and
The National Formulary (USP-NF), relating to the compounding of sterile
preparations, not later than 20 days after the revision becomes official, to
determine whether amendments are necessary for the regulations adopted by
the board pursuant to subdivision (b).

BPC Section 4126.8 incorporates the compounding chapters of the current United States
Pharmacopeia-National Formulary into statute and authority for the Board to impose
additional standards for compounding drug preparations.

BPC section 4341 provides authority for the Board to institute any action or actions as
may be provided by law and that, in its discretion, are necessary, to prevent the sale of
pharmaceutical preparations and drugs that do not conform to the standard and tests
as to quality and strength, provided in the latest edition of the United States
Pharmacopeia or the National Formulary, or that violate any provision of the Sherman
Food, Drug, and Cosmetic Act.

Background
In anticipation of the upcoming compendial date of Chapter 800, it is appropriate to

review the Board’s regulations to determine, in the interest of patient safety, where
changes are appropriate.

As a reminder, as part of the Committee’s January 2023 meeting an overview of federal
requirements for compounding was provided.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to consider draft regulation
language developed by staff to replace existing regulations. A copy of the draft
regulation language is provided in Attachment 3.
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VI.

Discussion and Consideration of Proposal to Amend Title 16, California Code of
Regulation Sections related to Compounding of Nonsterile and Sterile Preparations for
Dispensing by Veterinarians for Animal Patients

Relevant Law

CCR Section 1732.5 (c) defines a “reasonable quantity” that may be furnished to a
prescriber for office use. This section further provides that a reasonable quantity means
an amount of compounded preparation that is sufficient for administration or
application to a patient solely in the prescriber’s office or furnishing of not more than a
120-hour supply for veterinary medical practices as specified.

Background
Over the past several meetings, the committee has considered proposed changes to

regulations related to nonsterile and sterile preparations. While reviewing the proposed
changes, the proposed language related to “reasonable quantity” did not recommend
any changes to provisions for a pharmacy to compound a preparations for
veterinarians to furnish not more than 120-hour supply for a veterinary patient. During
the meeting, members received comments requesting that the timeframe be extended
from 120-hour supply (five days) to a seven-day supply.

Subsequent to the discussion, the Board received correspondence from the California
Veterinary Association (CVMA) requesting reconsideration. Staff notes that included in
the correspondence are survey results from their members regarding availability of
medications for their patients. The survey questions appear to combine issues related to
FDA-approved drugs and compounded preparations (including potential drug
shortages - - an issuing facing all health care providers). It also appears based on some
of the information provided, that some pharmacies and veterinarian practices may be
using compounded drug products in lieu of commercially available products as a cost
saving measure. This is a violation of Federal law.

For Committee Consideration and Discussion

Chairperson Serpa requested that this item be placed on the agenda to allow members
the opportunity to further consider the supplemental information submitted by CVMA.
After consideration of the letter, the following changes are recommended:

1. Extend the current 120-hour for non-sterile preparations to a seven-day supply.

2. Extend the current 120-hour supply for sterile ophthalmic preparations to allow for up
to a 28-day supply if the topical ophthalmic preparation is compounded in
compliance with USP 797 Section 14.5, Multi-Dose CSPs.

Based on the guidance from the committee, staff will update the regulation language
in advance of the April 2023 Board Meeting, at which time members will review all
proposed regulation language.

Attachment 4 includes a copy of the CYMA letter.
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VII.

VIIL.

Discussion and Consideration of Draft Statutory Proposal to Amend Business and
Professions Code Sections 4081 and 4105

Relevant Law

Business and Professions Code section 4081 generally provides that all records of
manufacture and of sale and disposition shall at all fimes during business hours be open
to inspection.

Business and Professions Code section 4105 generally provides that all records of
acquisition and disposition shall be maintained in a readily retrievable form. Further, this
section requires that when requested by an authorized officer of the law, an entity
licensed by the board shall provide the board with the requested records within three
business days of the time the request was made and provides provisions to request an
extension.

Background
During the January 2023 Committee Meeting, members considered a recommendation

from staff to amend BPC Sections 4081 and 4105 to address challenges staff are
experiencing when requesting records to evaluate for compliance with pharmacy
operations including staffing requirements and quota prohibitions. As was discussed
during the January 2023 meeting, staff are experiences resistance to records requests
for information necessary to evaluate for compliance.

Members discussed the challenges with completing timely investigations when records
are not provided timely and noted that changes offered by staff appeared consistent
with the policy of the legislature and supported the recommendations offered. At the
conclusion of the discussion, the committee requested that staff develop statutory
language for consideration at a future meeting.

For Committee Consideration and Discussion
During the meeting members will have the opportunity to review the proposed statutory
language.

Attachment 5 includes a copy of the language for consideration.

Review and Discussion of Enforcement Statistics
Since July 1, 2022, the Board has received 2,686 complaints and has closed 2,376

investigations. The Board has issued 141 letters of admonishment, 766 citations with or
without a fine, and referred 181 cases to the Office of the Attorney General. The Board
has secured 6 interim suspension orders, 3 automatic suspension orders, and been
granted 8 Penal Code 23 restrictions. Further, the Board has revoked 40 licenses,
accepted the disciplinary surrender of 45 licenses, denied é applications, and imposed
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IX.

X.

other levels of discipline against 7 licensees and/or applicants. A copy of the current
statistics is provided in Attachment 6.

As of April 1, 2023, the Board had 1,383 field investigations pending. Below is a
breakdown providing more detail in the various investigation process:

Apr.1,2022 | Jul.1,2022 Oct. 1, 2022 Jan. 1, 2023 Apr. 1, 2023
Avg. Avg. Avg. Avg. Avg.
Vol. Days Vol. Days Vol. Days Vol. Days Vol. Days
Awaiting 3] 6 | 24| ¢ 110 | 6 80 12 | 80 | 11
Assignment
Cases Under
L 738 122 793 118 749 125 853 129 865 139
Investigation
Pending
Supervisor 173 30 171 39 223 46 199 85 149 22
Review
Pending
second 94 | 56 | 97 | 58 | 205 | 36 | 226 | 55 | 236 | 35
Level
Review
Awaiting 50 | 15 [127] 10 | 113 | 42 | 92 35 | 53 | 75
Final Closure

Future Committee Meeting Dates

e July 18, 2023, in person and via WebEx
e October 19, 2023, in person and via WebEx

Adjournment
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D California State Board of Pharmacy Business, Consumer Services and Housing Agency

DRAFT ENFORCEMENT AND COMPOUNDING COMMITTEE
MEETING MINUTES

DATE: March 23, 2023

LOCATION: Department of Consumer Affairs
1625 N Market Blvd, 1st Floor Hearing Room
Sacramento, CA 95834

Participation was also through WebEx.

COMMITTEE MEMBERS PRESENT:  Maria Serpa, Licensee Member, Chair
Jig Patel, Licensee Member, Vice Chair
Renee Barker, Licensee Member
Seung Oh, Licensee Member

COMMITTEE MEMBERS NOT
PRESENT: Indira Cameron-Banks, Public Member
Ricardo Sanchez, Public Member

STAFF MEMBERS PRESENT: Anne Sodergren, Executive Officer
Eileen Smiley, DCA Staff Counsel
Debbie Damoth, Executive Manager Specialist

Call to Order, Establishment of Quorum, and General Announcements

Chairperson Maria Serpa called the meeting to order at 9:01 a.m. Dr. Serpa
reminded all present that the Board is a consumer protection agency. Dr. Serpa
advised the meeting was being conducted with participation through WebEx
and being webcast. The meeting moderator provided updated WebEx
instructions.

Chairperson Serpa took roll call. Members present included: Jig Patel, Licensee
Member; Renee Barker, Licensee Member; Seung Oh, Licensee Member; and
Maria Serpa; Licensing Member. A quorum was established.
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Public Comments on Items Not on the Agenda/Agenda ltems for Future Meetings

Members of the public were provided the opportunity to provide comments for
items not on the agenda.

The Committee heard a comment from a pharmacist representing a compounding
pharmacy in Stockton, CA. The compounding pharmacist requested the
Committee add to a future agenda to discuss pharmacy technicians being
employed at oncologists’ offices to prepare chemotherapy infusions for
administration without the supervision of a pharmacist. The compounding
pharmacist requested this be discussed to prevent and avoid patient harm.

An anonymous commenter reported hearing of Board of Pharmacy inspectors who
may have asked other sites to perform a repeater pump media fill test to serve as
the media fill competency for employees. The anonymous commenter requested
the Board consider commenting on why performing a repeater pump media fill test
was considered a more complex aseptic manipulation for employees versus
performing 20 manual aseptic transfers from a TSB vial into a TSB bag. The
anonymous commenter thought each facility could determine the media fill test
based on their most complicated preparation.

Chairperson Serpa advised the first item requested to be added to a future
agenda was scheduled to be on a future Licensing Committee Meeting agenda.
Executive Officer Anne Sodergren concurred. Members were provided the
opportunity to add items to the future agenda. Member Patel stated as long as the
pharmacy technician issue was on the Licensing Committee agenda, there was no
need to add it to the Enforcement and Compounding Committee agenda.

Approval of February 15, 2023, Enforcement and Compounding Commitiee
Meeting Minutes

Chairperson Serpa referenced the draft minutes for the February 15, 2023,
Enforcement and Compounding Committee Meeting.

Members were provided an opportunity to provide comments on the draft minutes;
however, no comments were made.

Motion: Approve the February 15, 2022, Committee Meeting Minutes as
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presented in the meeting materials

M/S: Oh/Patel

Members of the public were provided with an opportunity to provide public
comment; however, no comment was provided in Sacramento or via WebEx.

Support: 4 Oppose: 0 Abstain: 0 Not Present: 2

Committee Member Vote
Barker Support
Cameron-Banks Not Present
Oh Support
Patel Support
Sanchez Not Present
Serpa Support

Presentation on USP General Chapter 797, Regarding Pharmacevutical
Compounding - Sterile Preparations

Chairperson Serpa introduced Supervising Inspector Christine Acosta who provide
a presentation on the revised USP Chapter 797 related to Pharmaceutical
Compounding - Sterile Preparations which become effective November 1, 2023.

Supervising Inspector Christine Acosta provided a presentation on USP General
Chapter 797, Regarding Pharmaceutical Compounding — Sterile Preparations. Dr.
Acosta provided a disclaimer regarding the opinions expressed in the presentation.
Dr. Acosta provided an overview including Intfroduction and Scope; Personnel
Training and Evaluation; Personal Hygiene and Garbing; Facility and Engineering
Controls; Certification and Recertification; Microbiological Air and Surface
Monitoring; Cleaning, Disinfecting, and Applying Sporicidal Disinfectants and Sterile
70% IPA; Infroducing Items into the SEC and PEC; Equipment, Supplies, and
Components; Sterilization and Depyrogenation; Master Formulation and
Compounding Records; Release Inspections and Testing; Labeling; Establishing
Beyond-Use Dates; Use of Conventionally Manufactured Products as Components;
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Use of CSPs as Components; Quality Assurance and Quality Control; CSP Handling,
Storage, Packaging, Shipping and Transport; and Documentation.

Members were provided the opportunity to comment. Members thanked Dr.
Acosta for the presentation.

Members of the public were provided the opportunity to comment in Sacramento
and via WebEx. Comments were received via WebEx.

A commenter pointed out that as part of the new USP regarding demonstration of
competency for garbing and hand hygiene, it stated that microbial identification
of the colony performing unit (CFU) was not required for fingertip and thumb
sampling in the new USP.

A representative of CPhA advised a letter was submitted with comments and
wanted to see a focus on clarity and communication particularly the difference
between guidelines and regulations. The representative cautioned pulling
guidelines into regulations.

The Committee took a break from 10:17 a.m. to 10:30 a.m. Chairperson Serpa took
roll call after the break. Members present included: Jig Patel, Licensee Member;
Renee Barker, Licensee Member; Seung Oh, Licensee Member; and Maria Serpaq;
Licensing Member. A quorum was established.

Discussion and Consideration of Proposed Addition to Title 16, California Code of
Regulations Section 1736 related to Sterile Preparation.

[Note: For the purposes of the minutes, the draft regulation text included for each
section includes the draft language that was provided at the meeting with
changes made during the meeting.]

Chairperson Serpa advised as the Committee continues the work reviewing the
various USP chapters as well as current and proposed regulations that may be
necessary to implement, clarify, or make more specific requirements related to
those respective chapters, Dr. Serpa believed it was appropriate that any such
regulations mirror the structure of the respective chapters. Dr. Serpa provided this
meant the numbering format and section titles for proposed regulations would
mirror the USP chapter. Dr. Serpa clarified the Committee’s goal was not to re-
iterate provisions of federal law or USP language but to clarify or make more
specific the requirements. Dr. Serpa added if no clarification was needed or no
additional requirements were necessary for public safety, there would be no
additional language being proposed.
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Chairperson Serpa reminded participants the Board is a consumer protection
agency and as the Committee considered development of regulations, it would be
through the lens of the Board’s consumer protection mandate as the law makes
clear whenever the protection of the public is inconsistent with other interests
sought to be promoted, the protection of the public shall be paramount. Dr. Serpa
reminded participants this was a dynamic process and individuals will have
opportunities to participate throughout the development and rulemaking process.

Chairperson Serpa provided licensees of the Board generally must comply with a
myriad of state and federal laws and at times, a licensee may be so focused on a
specific section of the law, that they may forget the larger picture and other
provisions of law that may be relevant. Dr. Serpa noted this was seen in several
areas of pharmacy practice, but it was quite pronounced in compounding.

Chairperson Serpa reminded participants of the excellent overview DCA Counsel
Eileen Smiley provided during the January 2023 Committee meeting covering the
requirements for authorized individuals to qualify for some exemptions to federal
law under provisions of section 503A. Dr. Serpa advised the livestream of the
meeting and the presentation slides were available on the Board's website and
encouraged individuals interested in this area to watch the livestream recording
available from the Board's website. Dr. Serpa added it was important to emphasize
again. The Committee would not be looking to add to regulations requirements
already laid out in the USP chapters or federal law. The Committee would generally
be focused on detailing additional California state requirements related to the
changes to the USP chapters. The Committee discussions would be dealing with the
standard for compounding pharmacies and compounding pharmacists operating
in compliance with the exemption in Section 503A of the federal Food Drug and
Cosmetic Act and not with 503B or outsourcing facilities.

Chairperson Serpa advised Section 503A was quite extensive but highlighted that
one of the specific conditions a licensee must meet to be eligible for the
exemptions provided under 503A is that the drug product is compounded in
compliance with USP chapters on pharmacy compounding. Dr. Serpa noted it was
important that members and stakeholders understand for the discussion. Business
and Professions Code (BPC) section 4126.8 explicitly states the Board has the
authority to enforce any USP Chapters where incorporated by reference in
Pharmacy Law and its regulations. Dr. Serpa added while the Board has the
authority to also add additional requirements to USP language, it can't promulgate
a lesser standard in its regulation. Dr. Serpa advised this was further emphasized in
BPC section 4126.8. Dr. Serpa noted based on the written comments received in
advance of the meeting, Dr. Serpa believed there may be some misunderstanding
and thought it appropriate to do some level setting at the front end of the
discussion.

DRAFT Enforcement and Compounding Committee — March 23, 2023
Page 5 of 52



Chairperson Serpa ensured Members received all of the written comments
received in advance of the meeting. Dr. Serpa thanked all of the individuals that
submitted comments in advance of the meeting. Dr. Serpa provided as a result of
the comments submitted and as various sections are considered, Dr. Serpa would
be recommending changes be made in part to address the issues addressed in the
submitted comments. Dr. Serpa advised these were complex issues and having
input from all stakeholders was extremely valuable in this process.

Chairperson Serpa advised the language can be refined as a result of the
discussion with the understanding that any language amended would be reviewed
by counsel. Dr. Serpa believed there were areas where a development of an FAQ
may be appropriate to assist licensees and those areas would be identified. Dr.
Serpa reminded participants there would be additional opportunities for the Board
and the public to consider language and provide comments. Dr. Serpa noted new
concepts may be discussed. Dr. Serpa provided Supervising Inspectors Acosta and
Panella-Spangler were available to assist where technical input was required.

Members were provided the opportunity to ask questions; however, no questions
were asked.

Chairperson Serpa advised the proposed change was to repeal current Article 7
and Sections 1751 = 1751.10 and to add new sections 1736 — 1736.21 to Article 4.5.

Chairperson Serpa advised proposed section 1736 includes definitions beyond
those established in the USP Chapter. Dr. Serpa noted as the language had been
publicly available for some time, Dr. Serpa would highlight a few items. Dr. Serpa
advised similar to the proposed language in section 1735, the Board's definition of
“essentially a copy of a commercially available drug product” incorporated a
requirement for the deviation to produce a clinically significant difference in the
patient. Dr. Serpa noted the proposed definition of designated person does not
limit the types of individuals that may serve in such a capacity; however, it did
make specific that where clinical judgement was necessary and the designated
person was not a pharmacist, the PIC would review the practices that require
professional judgement. Dr. Serpa noted some of the comments received specific
to the definition of “essentially a copy” did not appear relevant to the regulation
language under consideration as they were related to nonsterile compounded
preparations. However, other comments offered appeared appropriate in lieu of
the term “comparable.” Dr. Serpa advised the language displayed included some
updates to the language.

Chairperson Serpa advised there were a few comments regarding the proposed
definition of the Certificate of Analysis (COA). Dr. Serpa added having considered
all the comments received specific to the proposed definition, Dr. Serpa was the
most comfortable with the language offered by Rick Rhoads and noted at her
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request, the language being displayed incorporates some of the language
change offered by Dr. Rhoads. Dr. Serpa provided the displayed language was
offering updated definition of quality in response to the written comments
received.

Chairperson Serpa noted that compounding was not defined in this section. Dr.
Serpa provided this was an example where, it was recommended additional
regulation was not necessary and the Board would rely solely on the definitions in
federal law and USP. Dr. Serpa reminded federal law states that the definition of
“compounding does not include mixing, reconstituting, or other such actions that
are performed in accordance with directions contained in approved labeling
provided by the product’'s manufacturer and other manufacturers directions
consistent with that labeling.” Dr. Serpa referred to meeting materials where USP
defines sterile compounding as combining, admixing, diluting, pooling,
reconstituting, repackaging, or otherwise altering a drug product or bulk drug
substance to create a sterile preparation.

Chairperson Serpa noted she was recommending that the definition of preparation
be removed and was another change that was appropriate based on the review
of the written comments received.

Chairperson Serpa believed that the proposed language in section 1736 as
displayed provided was appropriate both legally and for consumer protection.

Repeal Article 7 and sections 1751-1751.12 of Article 7 and add new titles and
sections 1736- 1736.21, to Article 4.5 of Division 17 of Title 14 of the California
Code of Regulations to read as follows:

1736 Sterile Compounding Definitions
The definitions in in this section shall be applicable to this Article and supplement
the definitions provided in USP Chapter 797.

(a) “Certificate of Analysis” (COA) means a document produced by the
manufacturer or supplier that certifies the quality of the component and
demonstrates that the component conforms to the defined specifications, has

practices and is suitable for use in pharmaceuticals and, if applicable, meets the
requirements in USP. Where the COA is from the supplier, it must include the
name of the manufacturer.

(b) “Compounding personnel” means any person involved with any procedure,
activity or oversight of the compounding process.

(c) "Designated person(s)” means one or more individuals assianed by the
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pharmacist-in-charge to be responsible and accountable for the performance
and operation of the facility and personnel as related to the preparation of the
compounded sterile preparations (*CSP” for the purposes of this article).
Nothing in this definition allows for the designated person 1o exceed the scope
of their issued license. When the designated person is not a pharmacist, the
Pharmacist-in-Charge (PIC) must review all practices related to the operations
of the facility that require professional judgement.

(d) “Essentially a copy” of a commercially available drug product means all
preparations that include the same API(s) , as the commercially available drug
products, except that it does not include any preparations in which there has
been a change, made for an identified individual patient, which produces for
that patient a clinically significant difference, as determined by a prescribing
practifioner, between that compounded preparation and the comparable
commercially available drug product.

(e) "Diluent” means a liguid with no pharmacological activity used in
reconstitution, such as sterile water for injection.

(f) “Designated compounding area or compounding area” means a restricted
location with limited access designated for the preparation of CSP, where only
activities and items related to compounding are present.

(g) “Integrity” means retention of potency until the beyond use date provided
on the label, when the preparation is stored and handled according to the
label directions.

(i) “Product” means a commercially or conventionally manufactured drug or
nutrient evaluated for safety and efficacy by the FDA.

(i) “Quadality” means the degree to which the components and preparation meets
the infended characteristics, complies with relevant law and regulation, and
means the absence of harmful levels of contaminants, including but not limited
to filth, putrid, or decomposed substances, the absence of active ingredients
other than those listed on the label, or the absence of inactive ingredients other
than those listed on the master formula record as specified in USP 797.

(k) “Strength” means amount of active ingredient per unit of a compounded
drug preparation.
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Note: Authority cited: Sections 4001.1, 4005, 4126.8, 4127 of Business and
Professions Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4057, 4127,
4301 and 4332 of the Business and Profession Code.

Members were provided the opportunity to comment.

Member Barker added a commented about the COA and recommended adding
a sentence, “The COA means a document produced by the manufacturer that
certifies the quality of the component and demonstrates that the component
conforms to the defined specifications. For API, the COA also certifies the
components....” Dr. Serpa noted staff would work with the attorneys to make sure it
meets the intent of where the gap was identified.

Member Barker suggested updating to the designated person definition from “the”
to “a.”

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A compounding pharmacist noted his understanding of the regulation codifies a
disallowance of compounding drugs that are on the FDA's category one bulk
substance list. The compounding pharmacist was concerned about causing a lack
of access and patient harm. The compounding pharmacist continued the FDA had
allowed compounding of drugs on the list, evaluated drugs on the list and removed
drugs that didn’t have safety or clinical utility. The compounding pharmacist
reported the FDA was currently deliberating on the list and would make final
decisions in the coming years to add them to the “can compound” list or on
category two which means compounding couldn’t be done with that drug. The
compounding pharmacist added that some may have heard that chemicals on
this list are not USP monographed and are therefore putrid or contaminated but
there hasn’t been any evidence presented to the public to that fact. The
compounding pharmacist noted most of these drugs have been included in the
European and Japanese pharmacopoeia. The compounding pharmacist was only
aware of contaminated glutathione that was compounded by a pharmacy and
caused patient harm but noted the contaminant would have been caught if the
pharmacy did endotoxin testing on the finished product which was currently
required by pharmacy law. The compounding pharmacist cautioned if access
would be removed, potential harm would have to be weighed and some of the
drugs on the list were significant to patient health (e.g., Lupus patients, heavy metal
toxicity for acute poisoning, etc.). The compounding pharmacist cautioned about
removing bulk substances from ability to compound and care for patients. The
compounding pharmacist stated people may hear that some medications are best
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compounded by 503B pharmacies that have higher standards and noted with the
new USP regulations those standards were becoming closer.

Chairperson Serpa reminded participants that the sections will be reviewed one at
a time and comments should be limited to the section reviewed at the time.

A compounding pharmacist thanked the Committee for considering comments.
The compounding pharmacist commented it was confusing when it stated the
COA from the supplier must include the name of the manufacturer when included
in BPC 4033, manufacturer already includes someone who repackages any drug or
device. The compounding pharmacist added if an APl was purchased from PCCA,
they would not provide what company it was purchased from or the origin but
based on BPC 4033, PCCA should be able to be the manufacturer. The
compounding pharmacist noted it was more confusing to put supplier and
manufacturer being required for a COA. The compounding pharmacist noted USP
797 makes a clear distinction between supplies and components. The
compounding pharmacist asked if there was a reason it was different than the
FDA's guideline already of what was essentially a copy. The compounding
pharmacist stated as a licensee it was hard to go to two different sources to figure
out what it was when it was clearly defined in the FDA guidelines. If the Board
intended to go above the FDA guidelines, the compounding pharmacist
recommended including only the information above the FDA guidelines.

Chairperson Serpa advised if something was included in the regulation, it was
because it was different than USP and a higher standard. If it wasn't included in the
Board's regulation, then the Board was using USP.

Chairperson Serpa asked Dr. Acosta to explain why the Board wanted the
repackager or the manufacturer. Dr. Acosta clarified there was a different
between "“a manufacturer” and “the manufacturer” in that the FDA will register
people as “a manufacturer” but that doesn’t mean they are “the manufacturer” of
the product. Dr. Acosta added the Board’s draft language requires “the
manufacturer” as the one that manufactured the product. Dr. Acosta continued a
supplier may be registered with the FDA as a manufacturer but isn’'t the actual
manufacturer of the product.

A representative of CSHP commented in keeping the amendment in there for the
COA similar to CPhA. The representative stated the information should be able to
be obtained from the wholesaler.

A pharmacist representative of Kaiser Permanente commented on item (c)
regarding the definition of designated persons that the phrase “when the
designated person isn’'t a pharmacist, the pharmacist-in-charge (PIC) must review
all practices related to the operation of the facility that require professional
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judgement” didn’t provide the level of clarity needed for the regulated public. The
representative recommended clarifying the requirement the specific practices that
must be reviewed by the PIC if the designated person was not a pharmacist. The
represented suggested a possible approach would be to reference BPC 4051 for
practices that must be reviewed by a pharmacist or to have the licensee specify
standard operating procedures (SOPs) the elements the professional judgement of
a pharmacist was needed. The representative recommended the Board specify
the nature of the record that was required to document the PIC’s review of
practices that require the professional judgment of a pharmacist.

A representative of the Alliance for Pharmacy Compounding (APC) commented in
agreement that adding the supplier for the definition of COA made sense. The
representative commented about “essentially a copy” including the word
“comparable” noting the vague and subjective nature and agreed that it
included the same APl was an improvement and supported. The representative
added with reference to “essentially a copy” definition referencing a commercially
available drug, there was concern that it would include drugs compounded by
outsourcing facilities under 503B and suggested “FDA approved’” might be
appropriate.

A representative of Baker Hostetler thanked the Committee for the clarification in
the infroduction noting this applied to 503A compounding and not 503B
compounding or outsourcing facilities. The representative continued it was their
understanding that Section 503A did not apply to compounding for animal patients
and 503A compounding only applied to human drugs. The representative added
for animal/veterinary compounding the FDA relies on GFl 256 which the FDA will
begin to inspect for compliance in March 2023. The representative requested the
Committee clarify the intent that animal or veterinary compounding was not
subject to the proposed regulations as it conflicts with GFI 256.

Chairperson Serpa advised the Board of Pharmacy was looking at practices within
pharmacies and if those pharmacies were doing veterinary compounding that was
within the Board of Pharmacy’s purview. Dr. Acosta added these regulations apply
to human and veterinary products as there is no differentiating by patient
population. Dr. Acosta noted the Board of Pharmacy was aware of GFl.

Chairperson Serpa summarized the tasks for the section to make additional
changes to 1736 (a) COA to deal with the COA for media and supplies
1736 (c) change “the” to “a.”

Chairperson Serpa referred to Section 1736.1 Sterile Compounding Scope. Dr. Serpa
was comfortable with the language and appreciated the clarity being provided
specifically on the immediate administration requirements that specified it shall only
be done where failure to administer the preparation could result in loss of life or
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intense suffering. Dr. Serpa believed this was an area where an FAQ was
appropriate. Dr. Serpa provided as Board Members, they have reviewed
enforcement cases where licensees were using the immediate use authorization as
a standard of practice rather than for its intended purpose. Dr. Serpa continued
the FAQ could include examples of the documentation required such as inclusion
of the requirement for required information in the patient’s chart. Dr. Serpa offered
a slight modification to the language to make this concept clearer in response to
comments received.

Chairperson Serpa highlighted that where appropriate the language proposed was
consistent with the language included in the Board's proposed non-sterile
compounding regulations. Dr. Serpa provided an example was section 1736.1(c)
noting that an edit was necessary to update the language from a non-sterile
preparation to reflect a sterile preparation. Dr. Serpa recommended a slight
change to the language based on the written comments received.

Chairperson Serpa believed an FAQ was also appropriate for section 1736.1(d) as
this was an area that arose in enforcement matters. Dr. Serpa agreed with the
response to the written comments received which was included in (d)(2) and
(d)(3).

1736.1 Sterile Compounding Scope.

This arficle applies to compounded sterile preparations (CSP)s as defined in
United States Pharmacopeia (USP) General Chapter 797 (Chapter 797), titled
Pharmaceutical Compounding — Sterile Preparations.

(a) For the purposes of this article, sterile compounding occurs, by or under the
supervision of a licensed pharmacist, pursuant to a patient specific prescription.

(b) CSPs for direct and immediate administration as provided in the Chapter
shall only be done in those limited situations where the failure to administer
could result in loss of life or intense suffering. Any such compounding shall be
only in such quantity as is necessary to meet the immediate need.
Documentation for each such CSP shall include identification of the CSP,
compounded date and time, number of units, the patient’s name and patient’s
unigue identifier and the circumstance causing the immediate need and such
documentation may be available in the patient’'s medical record.

(c) A limited qguantity of CSP may be prepared and stored in advance of receipt
of a patient specific prescription document where, and solely in such quantity,
as is necessary to ensure continuity of care for individual patients of the
pharmacy based on a documented history of prescriptions for those patient
populations. This includes authority to prepare and furnish a limited guantity of
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CSPs to veterinarians for office dispensing of not more than a 120-hour supply,
solely to the prescriber's owner veterinary patients seen as part of regular
freatment in the prescriber’s office-, as fairly estimated by the prescriber and
documented on the purchase order or other documentation submitted to the
pharmacy prior to furnishing

(d) In addition to prohibitions established in federal law, no licensed pharmacy
personnel shall compound a CSP that:
(1) Is essentially a copy of one or more commercially available drug
products, unless:
(A) that drug product appears on an ASHP (American Society of Health-
System Pharmacists) or FDA list of drugs that are in short supply at the time
of compounding and at the time of dispense, or
(B) produces a clinically significant difference of the medical need of an
identified individual patient, as determined:
(1) by the prescribing practitioner,
(2) the compounding pharmacist, and
(3) the dispensing pharmacist(s).
(C) Documentation of (A) & (B) shall be maintained in a readily
retrievable format.
(2) Is made with any component not suitable for use in a CSP for the
infended patient population, unless allowable under Animal Medicinal Drug
Use Clarification Action of 1994 (AMDUCA).
(3) Is made with a non-sterile component for which a conventionally
manufactured sterile product is available and appropriate for the intended
CSP.
(4) Where sterilization is required, it cannot be sterilized within the licensed
location.

(e) Prior to dllowing any CSP to be compounded, the pharmacist-in-charge shall
complete a self-assessment consistent with the requirements established in
section 1715.

(f) In addition to the provisions provided in Section 1707.2, consultation shall be
provided to the patient and/or patient’'s agent concerning proper use, storage,
handling and disposal of the CSP and related supplies furnished.

(g) CSPs with human whole blood or human whole blood derivatives shall be
done in compliance with Health and Safety Code section 1602.5.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.
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Members were provided the opportunity to comment.

Member Barker commented on (c) that it was better but wondered if “types of
patients” included a diagnosis. Dr. Serpa clarified it was to address the people
receiving the drug. Dr. Acosta suggested adding “patient population.”

Member Oh commented on (d) (1)(a) wanting to make sure people can
compound that's not only on that list as things are so dynamic. Dr. Oh wanted to
ensure people can compound if needed. Dr. Acosta advised there was not a drug
shortage if a supplier or wholesaler didn’'t have the drug. Dr. Acosta added a drug
shortage can be reported to ASHP and it can be added quickly to the ASHP list
and the FDA list will have drugs added when the FDA deems necessary. Dr. Serpa
noted because one supplier didn’'t have the drug it shouldn’t an opportunity to
compound. Dr. Oh noted it was not easy for pharmacies to find a new supplier. Dr.
Acosta noted the pharmacy could send the patient fo another pharmacy who
could get the product. Dr. Serpa noted the balance was that the ASHP list was
updated very quickly but by opening this up, it creates potential abuse that would
be hard to conftrol. Dr. Oh added a note of concern in causing delayed care and
the Board was cautious in enforcing. Dr. Barker added in her experience the ASHP
list was not very responsive and sometimes even reaching out beyond the
contracted wholesaler, the product cannot be purchased. Dr. Barker added
sometimes a product was removed from the list and still difficult to obtain and
being able to pivot was a challenge. Dr. Acosta noted it takes time to prepare to
compound. Dr. Serpa recommended having an FAQ with examples noting
flexibility was important but needed to prevent abuse when there wasn't a true
shortage.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A compounding pharmacist appreciated the acceptance of many suggestions.
The compounding pharmacist commented about (d)(3) a change was made to
change to "non-sterile” component for which a conventionally manufactured
sterile product is available and appropriate for the infended CSP. The
compounding pharmacist noted there were situations where using sterile to sterile
components was not preferred adding there were some stability issues that cannot
be validated when you combine two sterile products and there may be stability
indicating information or data already using a non-sterile ingredient to make a final
product for a patient. The compounding pharmacist was concerned the
determination of what was appropriate may not be in the hands of the
compounding pharmacist but from someone looking in after the decision was
made. The compounding pharmacist noted it was very broad stating if there was a
commercially available sterile product that you can’t use a non-sterile component
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to make something similar. The compounding pharmacist added the intent may
need to be drilled down to make it something that doesn’t eliminate a lot of the
sterile compounding done.

A representative of Sutter Health thanked the Committee for making changes as
the items have been discussed in the health system and with compounding
pharmacists. The representative commented on (b) agreeing an FAQ would
benefit users and also pointed out that the situational requirement so restrictive to
the verbiage provided did pose a challenge. The representative added in the past
with this situational requirement of emergent need, it was not in the best interest of
the public to be providing immediate UCSPs for routine care but the challenge
identified was limiting it to only the scenario of loss in life and intense suffering rather
than providing a little more clarification to the professional guidance or the
pharmacist professional judgement to make a clear determination regarding risk
versus benefit. The representative added this restricts the compounding pharmacist
to document what a surgeon or nurse would be able to do without any other
requirement. The representative stated pharmacy personnel maintain a higher
level of ownership and competence in compounding and this shouldn’t prohibit if
a true need arises or a great risk or benefit is identified. The representative
requested the FAQ be developed to be very clear noting pharmacists have
decentralized and provided compounding in operating rooms, emergency
departments and intensive care units when an immediate use CSP was necessary.
The representative added it created ambiguity and confusion resulting in the loss of
life or intense suffering.

A director of pharmacy of a rural hospital with Sutter Health commented on (b)
regarding immediate use wondering what would be done in a rural hospital
without resources nearby when the PEC stops working as equipment sometimes fail.
The director of pharmacy added there needed to be a way to continue to care for
patients who were acutely ill. Immediate use as currently defined will not allow for
taking care of patients. The only option would be to close the hospital which wasn't
an option or tfransferring to the nurses on the units who aren’t required to follow the
same regulations the pharmacists must follow. The director of pharmacy
recommended striking the section as USP gives clear guidance and felt it was safe
within USP parameters.

Chairperson Serpa advised equipment failure was discussed in another section. Dr.
Acosta reminded (b) was already in the current pharmacy law as 1751.8(e).

A representative of Outsourcing Facility association (OFA), the 503B trade
association, commented on (d)(1)(a) noting a contradiction with federal law and
other California pharmacy policy aspects and current regulations. The
representative stated federal law allows an outsourcing facility which California
recognizes and permits specifically to compound drugs on the FDA drug shortage
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list and the proposed (d)(1)(a) would allow compounding under a less robust
quality standard that California and FDA have recognized USP standards are a
lower standard than those utilized 503Bs which is CGMP. The representative added
this would allow for 503As to compound an essential copy specifically at a lower
standard for those on the ASHP list or the FDA list is actually more lenient and at a
lower standard that what was currently allowed for 503Bs facilities. The
representative noted it would allow for compounding of FDA drug shortages but
also ASHP drug shortages which were also not recognized under federal law. The
representative stated outsourcing facilities can’t do it under current regulations. The
representative had concern if added through regulation for the safety of California
patients. If a pharmacy were to follow the proposed regulations, they would be in
direct violation of federal law specifically section 503A of the federal Food, Drug
and Cosmetic Act as well as final guidance put in place by FDA which don'’t
recognize ability to compound an essential copy for the FDA and ASHP lists except
for COVID limitations that will be ending with the public health emergency.

A representative of APC appreciated clarification that USP was a floor not ceiling
and noted concerns with inconsistencies with USP, California regulations, federal
laws/guidance that makes compliance difficult, limits patient access and
jeopardizes patient safety in some cases. The representative commented on 1726.1
(c) regarding the system for compounding sterile preparations for veterinarians to
dispense to animal patients doesn’t align with now final GFI 256 on animal drug
compounding of bulk substances. The representative stated the FDA's expressed
intent to start enforcing on April 1, 2023, where GFl sets up the framework where
substances can be nominated to the CBM for consideration on a positive list for
office stock of bulk substances and once added to the list there was no 120-hour
supply limitation or no distinction between sterile and non-sterile. The representative
recommended aligning the regulations to GFl 256 where possible to increase
compliance on veterinary compounding of bulk substances. The representative
pointed out the inconsistency with current federal law but disagreed that the ASHP
list would somehow be inappropriate as a carve out for essentially a copy. The
representative added the current federal guidance on essentially a copy and
shortages only references the FDA shortage list but believed the ASHP list was
appropriate noting federal legislation pending to add it.

A pharmacist representative of Cedar Sinai commented on the section for
immediate use that the concern the documentation could take away from patient
care where no other health care professional was required to provide such
documentation. The representative commented there were over 235 drugs
recalled last year that impacted over 700 NCDs and agreed that the ASHP list
wasn't always up to date. The representative appreciated an FAQ on the ASHP list
as the hospital environment was dynamic. The representative stated based on the
experience of the representative that most of the harm that occurred with 503B
and added it wasn’t accurate to say 503As perform at a lower standard. The
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representative noted there was very little evidence of contamination coming out of
health system pharmacies that provide high level of care but that contaminations
are coming from Iarger 503B facilities based on the evidence and number of recalls
as the hospitals have to react when they occur.

A commenter requested 1736.1 (c) should be “office” instead of “officer.”

A representative of a smaller hospitals in Californiac commented on the immediate
use regulation and wanted to clarify it was part of the current USP 797 but the
language “emergent or emergency requirements” was removed as USP felt it
wasn't required. The representative agreed with previous commenters that at times
PECs fail and the pharmacist has to figure out what to do but are afraid the Board
will cite and fine them so they hand it fo a nurse who doesn’t have the fraining. The
representative noted there needed to be provisions for allowance of immediate
use to get outsourcing set up.

A compounding pharmacist thanked the Committee for harmonizing with USP and
commented on (d)(b)(3) thinking it clarified the intent to say “non-sterile” but
thought there could be unintentional consequences (e.g., more testing for stability
studies, USP 51 testing for any multi-use product, etc.) so if there were commercially
available products that were on the market that would be problematic for the
products when the studies already exist. The compounding pharmacist noted there
may not be compatibilities if there are different preservatives that are used. If one
of the products was a commercially available sterile product but the other ones
are not and they are non-sterile, the representative wasn't sure if it would really
mitigate the risk. The representative’s preference was to strike the whole item. The
representative suggested saying “is made where all of the components are
available commercially available in sterile products.”

A pharmacist representative of Kaiser commented on the immediate use
requirements appreciating the clarification of the required documentation
associated with immediate use preparations may be present in the medical record;
however, Kaiser continues to believe documentation forimmediate use will almost
certainly interfere with hospital pharmacist ability to provide timely patient care
(e.g., code blue) and agreed more with the representative from Cedars Sinai that
a pharmacist assisting with a code blue shouldn’t be required to provide
documentation as required by the proposed requirements. The representative
noted USP 797 provides robust guidance on the preparation of immediate use
CSPS. The representative understood current regulation in 1736.1 (b) had similar
language and disagreed with the current regulation. The representative was not
aware of any empirical evidence where immediate use compounding CSPS were
used improperly and requested the Board share evidence with the regulated
public. If not, the Board should follow its stated approach of only imposing
additional requirements that are necessary for public safety and remove the
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requirements for immediate use compounding from proposed regulations. The
representative commented on (d)(3) regarding prohibitions on compounding and
believed the changes made prior to the meeting removed the concern. The
representative commented on (d)(4) regarding assuming the intent was for the
requirement to apply to CSPS for which sterilization was required before use and
suggested adding “when sterilization is required.”

A representative of Baker Hostetler commented on (d)(2) because the Board
expressed an intent to include animal compounding within the proposal, there was
now additional text “unless allowable under AMDUCA" and proposed adding after
that statement “or applicable FDA guidance on animal drug compounding” so
that GFl 256 was incorporated.

A pharmacist at UCSF commented about (b) regarding the expanded language
on documentation noting compounding was frequently needed in the emergency
department in code situations agreeing with previous commenters that could
cause a delay in patient care.

Chairperson Serpa summarized changes: in (c) change to “patient populations”;
for the FAQs address some of the concerns in (d)(1)(a); and recommended for
(d)(4) to add "when sterilization is required and cannot be done.”

Members were provided the opportunity to comment.

Member Patel commented on (b) stakeholders talked about the time it would take,
loss of productivity and could be detrimental to patient health and recommended
removing the last sentence, modify the last sentence or reduce required
documentation. Dr. Serpa stated this was current law and the number of units was
added to the current language. Dr. Serpa explained this information was included
in the code sheet that the pharmacist signs at the code. Dr. Acosta advised the
information was already available and they attempted to use the documentation
already available. Dr. Barker noted what was being discussed was what was
required to be put on the label when handing to the code leader versus the final
code documentation. The Committee decided to add this to an FAQ.

Chairperson Serpa referred to Section 1736.2 Personnel Training and Evaluation. Dr.
Serpa believed the language as presented in the meeting materials was
appropriate and consistent with the Board's consumer protection mandate.
Ensuring appropriate tfraining was vital to patient safety and the cross reference to
the facilities Standard Operating Procedures (SOPs) ensures the issue was fully
considered in the compounding operations.

Chairperson Serpa highlighted that as proposed, 1735.2(b) the language would
allow for the aseptic qualifications from one premises could be used for another
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premises under specified conditions. Dr. Serpa believed this was a big change from
the Board's current regulation requirements. Dr. Serpa recommended some
changes in response to the public comment received in subsections (b), (c) and

(e).

Chairperson Serpa stated comments were received regarding the facility design.
Dr. Serpa advised the goal of the language was to allow for competency from one
site to transfer to a second site; however, the language may need further
refinement to clarify. Dr. Serpa noted facility design was intended to refer to a
design proposal or template not an exact architectural drawing to replicate and
looked forward to stakeholder comment on how to make the language clearer.

1736.2 PERSONNEL TRAINING AND EVALUATION

The requirements of this section apply to sterile compounding in addition to the
standards in USP Chapter 797.

(a) In addition to the training required by USP 797, training competences
procedures for all personnel who compound or have direct oversight of
compounding personnel training shall also address the following topics:

(1) Quality assurance and guality control procedures,

(2) Container closure and equipment selection,

(3) Component selection and handling, and

(4) Sterilization technigues, when applicable.

(b)  Aseptic manipulation competency initial training and competency and
ongoing fraining and competency documentation shall include the Primary
Engineering Control (PEC’s) type and unigue identifier used during the
evaluation. Aseptic manipulation competency evaluation and requdalification
shall be performed using the same procedures, type of equipment, and
materials used in aseptic compounding. Aseptic qualifications from one
premises may be used for another premises if all of the following conditions are
met:

1. The SOPs are identical

2. The facility designs are sufficiently similar to accommodate the use of the

same SOPs.

3. The PECs are of the same type and sufficiently similar to accommodate

the use of the same SOPs describing use and cleaning.

(c) Aseptic manipulation ongoing fraining and competency shall occur each
time and for each staff member involved in an event where the quality
assurance program vields an unacceptable result as defined in the SOPs
referenced in section 1736.17 that may indicate microbial contamination of
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CSPs due to poor practices. Aseptic manipulation ongoing training and
competency procedures shall be defined in the facilities SOPs.

(d) Compounding personnel or persons with direct oversight over personnel
performing compounding, verifying and/or handling CSPs who fail any aspect of
aseptic manipulation evaluation shall not be involved in compounding or
oversight of the preparation of a CSP until after successfully passing training and
competency in the deficient areqa(s) as detailed in the facility's SOPs. A person
with direct oversight over personnel who fails the evaluation, may continue to
provide direct oversight for no more than two weeks until successfully passing.

(e) Any person assigned to provide the training specified in this section shall
have demonstrated competency in the skills in which the person will provide
fraining or observe and measure competency described in the facilities SOPs as
referenced in section 1736.17. Documentation must be maintained
demonstrating compliance.

Note: Authority cited: Sections 4001.1, 4005, 4126.8, 4127 of Business and
Professions Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4057, 4114,
4115, 4127, 4301 and 4332 of the Business and Profession Code.

Members were provided an opportunity to comment. Dr. Oh commented the
“identical” in (b)(2) would be a problem. Dr. Barker suggested changing to
“sufficiently similar.” The Committee further discussed and updated (b)(2) to read
“The facility designs are sufficiently similar to accommodate the use of the same
SOPs.” Executive Officer Sodergren recommended staff work with the chair and
counsel to wordsmith so that the Committee could focus on the policy.

Member Oh left the meeting at 12:08 p.m.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A compounding pharmacist commented on (b) in favor of the concept.

A representative of Sutter Health commented in support of changes and the ability
to utilize competency across facilities with similar options. The representative
suggested for (b) adding an FAQ that the “PEC type and unique identifier” all
relate to the PEC. The representative recommended using the same verbiage as
USP for the facility design that are “of the same type of PEC and design and
sufficiently similar.” The representative commented on (c) that specific to the QA
ongoing fraining and competency specific to identified gaps in procedures and
SOPs shall occur each time a QA program yields an unacceptable. The
representative commented on (d) the definition of “compounding personnel”
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indicates all persons who have any part of the compounding process which could
include all of the roles (e.g., compounding oversight, stocking and cleaning staff,
etc.) which would apply aseptic manipulation and recommended changing to “all
persons who compound” or remove and say prior to resuming.

Member Oh returned to the meeting at 12:11 p.m.

A commenter spoke in support of (b) permitting compounding to be performed
from one license site to another based on criteria. The commenter recommended
removing (2) if the intent is to differentiate the type of room as classified vs. non-
classified and update (3) to include secondary engineering controls.

A commenter noted (b)(2) if the intent is the secondary engineering control unit
should be similar and to specify it as well as saying SOPs are similar in nature
surrounding personnel fraining and evaluation.

A pharmacist representative from Kaiser commented in support of the Board’s
portability of aseptic competency training and evaluation and requested the
Board clarify two elements: 1)It was unclear why the unique identifier of a PEC or
PECs used to perform validation must be recorded. The representative
recommended removing the requirement or helping the regulated public
understand justification. 2) While the term premises was ubiquitous in pharmacy
law, the term is not defined in pharmacy law and requested the Board be clearer
on the intent of the portability provision (e.g., aseptic qualifications from one
licensed pharmacy may used for another licensed pharmacy if all required
conditions were met.) and could be an FAQ. The representative echoed concerns
on using “identical SOPs.”

A compounding pharmacist commented on (d) regarding when a pharmacist fails
aseptic manipulation evaluation on the media fill test. The compounding
pharmacist noted a concern for pharmacies with 1-2 pharmacists, if a fingertip
media test was failed, it would take two weeks to get the results. The compounding
pharmacist recommended leeway if the pharmacist fails to have time to or have a
pending results.

Members were provided an opportunity to comment after public comment was
received.

Member Barker commented on (d) regarding compounding personnel that USP
requires media fill testing for compounder, designated person(s), personnel with
direct oversight of compounding personnel where the proposed language defines
it as all persons involved. If naming people, the designated person(s) needs to be
added. Dr. Barker recommended removing handling CSPs. Dr. Barker agreed a
pharmacist who was not a compounder if they fail the medial fill test, it seemed
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stringent that they couldn’t provide oversight as it can take up to 14 days to get the
results and it is difficult to replace. Dr. Barker didn't see a patient safety issue if the
pharmacist isn’'t compounding. If a pharmacist who was compounding failed the
media fill test, the pharmacist shouldn’t compound until they pass.

Chairperson Serpa agreed with the handling and noted it didn’t specify media fill
testing but competencies. Dr. Serpa agreed the definition of compounding
personnel could be revised offline. Dr. Serpa felt strongly that oversight personnel
should have competency. Dr. Acosta suggested allowing the oversight personnel
to have pending results.

The Committee took a break from 12:28 p.m. to 1:15 p.m. Chairperson Serpa took
roll call after the break. Members present included: Jig Patel, Licensee Member;
Renee Barker, Licensee Member; Seung Oh, Licensee Member; and Maria Serpa;
Licensing Member. A quorum was established.

Chairperson Serpa referred to section 1736.3 Personnel Hygiene and Garbing. Dr.
Serpa believed the language included modification related to piercings consistent
with written comments received. Dr. Serpa believed the language was appropriate
and consistent with the Board’s consumer protection mandate as personnel
hygiene and garbing are core components to avoid contamination of a
compounded preparation.

1736.3 PERSONNEL HYGIENE AND GARBING

The requirements of this section apply sterile compounding in addition to the
requirements in USP Chapter 797.

(a) The pharmacist overseeing compounding shall not allow personnel with
potentially contaminating conditions to enter the compounding areq.

(b) The pharmacist overseeing compounding shall not allow personnel to enter
the compounding area with visible non-removable piercings that increase the
risk of contamination of CSP.

(c) Personal protective equipment shall be donned in an ante-area or
immediately outside the segregated compounding area (SCA). Donning and
doffing garb shall not occur in the ante-room or the SCA at the same time unless
the facility's SOP define specific processes that must be followed to prevent
contamination.
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(d) Restricted access barrier system (RABS) and pharmaceutical isolator sleeves
and gloves shall be changed according to both the manufacturer'’s
recommendations and the facility's SOP.

(e) Any garbing accommodations provided by the designated person shall be
documented and the record shall include the name of the individual granted
the accommodation, date granted and description of the reasons for granting
the accommodation. The record shall be retained in accordance with Business
and Professions Code section 4081.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided with the opportunity to comment.

Member Barker was concerned about the lack of direction for entering the
compounding area. Dr. Acosta noted USP contained the minimum requirements.
Dr. Serpa recommended adding an FAQ but not less than USP.

Member Patel inquired about religious accommodations for nose rings. Dr. Acosta
noted the USP and pharmacy law have accommodations that need to be
documented and records kept.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A representative of Sutter Health commented on proposed (c) dividing the section
into two sentences to prevent re-entry of garb that should have been doffed that
has been exposed to unclassified spaces unless specified in SOPs.

A director of pharmacy of a rural Sutter Health hospital agreed with the previous
commenter and suggested clarification that garb can’t be removed outside of the
ante area. Dr. Acosta added if it doesn’t state where gowns should be doffed, they
can be doffed anywhere and risk contamination.

A compounding pharmacist commented about (c) that doffing was more
appropriate for HD. The risk of donning and doffing at the same time.

A pharmacist representative from Kaiser commented about no empirical evidence
that donning and doffing shouldn’t occur at the same place and requested
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evidence from the Board prior to imposing additional requirements necessary for
public safety.

Chairperson Serpa recommended removing “and removed” in (c). Members
discussed language related to area. Executive Officer recommended focusing on
policy as staff will need to work with counsel on wording.

Chairperson Serpa referenced section 1735.4 Facilities and Engineering Controls. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa highlighted that the
longuage was not mandating a use of interlocking doors that were currently used
in facilities; however, where a pass-through was installed in a secondary
engineering control after the effective date of the regulation, the doors must be
interlocking. Dr. Serpa noted the language also explicitly stated that sterile
preparations shall not be compounded if the compounding environment fails to
meet legal requirements or the facilities SOPs. Dr. Serpa thanked the commenter
that highlighted the typo in this section.

Chairperson Serpa clarified the written comment suggesting a pharmacy may be
required to cease compounding if environmental issues arise. Dr. Serpa highlighted
the language references the facilities SOPs to detail out the appropriate action
that must be taken in each variable situation and when/if the compounding should
cease.

1736.4 FACILITIES AND ENGINEERING CONTROLS

The requirements of this section apply to sterile compounding in addition to the
requirements in USP Chapter 797.

(a) A sink used for compounding or hand hygiene shall not be part of a
restroom or water closet.

(b) If an SCA is used:
(1) Except for walls, the SCA'’s visible perimeter shall be at least 1T meter
from all sides of the PEC orin a separate room.
(2) Surfaces within the SCA shall be smooth, impervious, free from cracks
and crevices, and non-shedding so they can be easily cleaned and
disinfected and to minimize spaces in which microorganisms and other
contaminants can accumulate.

(c) (1) Designated compounding area(s) shall typically be maintained at a
temperature of 20° Celsius or cooler and also provide comfortable conditions
for compounding personnel attired in the required garb.
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(2) The temperature shall be monitored in each room of the designated
compounding ared each day that compounding is performed, either
manually or by a continuous recording device.

(d) Where a pass-through is installed in a secondary engineering control after
[OAL insert effective date], the doors must be interlocking. An existing
secondary engineering control that has a pass-through that is not an
interlocking device, may continue to be used if the SOPs document that two
doors may not be opened at the same time.

(e) Except as provided in (d) dynamic interactions between areas and rooms
with classified air shall be controlled through a heating, ventilation, and air
condition (HVAC) system. No passive ceiling or wall penetrations are allowed.

(f) No CSP shall be compounded if the compounding environment fails to meet
criteria specified in the law or the facilities SOPs.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided with the opportunity to comment.

Member Oh clarified that the section was intending to state the pharmacy must
cease compounding operations so it was clear as a policy. Dr. Serpa didn’t think it
was stating that as policy. Dr. Oh requested this be clarified with counsel.

Member Barker commented on (c)(1) changing “shall” to *to.” Dr. Acosta
suggested changing “shall” to *also.”

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A representative of Sutter Health commented on (e) and believe there was an
exceptionin (b) to see if it qualifies as an exception as there are some wall
penetrations with passive controlled through HYAC and wanted to clarify. The
representative mentioned in (f) it says “no CSP"” was too restrictive and maybe
needs to be a category. Dr. Serpa asked the representative to explain what would
be a passive ceiling or wall penetration as she believed the intent would be not to
allow it. The representative added there are ante room to buffer room to ante
room non-HD passive walls that allow airflow but it was not something that the room
is controlled with its pressures by that penetration. It was a fixed wall with a small
vent. Dr. Acosta added (f) has been current law since 2017 and was not part of (d)
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and meant to be its own subsection. Dr. Serpa understood some of the passive
penetrations were to assist with some of the limitations found with their HVAC as a
band-aid to fix the problem with the room.

A compounding pharmacist asked for clarification with the passive walls as the
pharmacy was having a new clean room installed next week that was designed
with a standard design; however, under the proposed regulations, it wouldn’t be
allowed.

A pharmacist representative of Nutrishare cautioned the Board about adding
language as the duplicate to USP as USP changes verbiage and recommended
referencing USP 797 with additional requirements. The pharmacist said the pass-
throughs are designed with open aired pass-through chambers that was tested
with USP and recommended the Board look at the systems to determine how those
testings were done by those manufacturers of those types of clean rooms with
open pass-throughs. The pharmacist said regarding (f) that was also inin 1751.4
and recommended referencing that section.

A pharmacist representative from Kaiser commented on (c)(1) related to the
temperature requirements clarification was requested. USP 797 required
compounding facilities be designed and controlled to provide a comfortable work
environment and then recommend that the clean room suite should generally be
maintained at a temperature of 20 degrees or cooler. Based on the text of the
chapter compounding personnel comfort was the critical element and a
temperature of 20 degrees or less was recommended but not required. The
representative requested the Board clarify why it believes the 20 degree
temperature must be maintained when that is not always consistent with employee
comfort and is not a requirement of USP 797. The representative stated the phrase
“shall typically be maintained at a temperature of 20 degrees Celsius or cooler”
was ambiguous and requested what it meant for an area to be “typically
maintained at 20 degrees Celsiusg” The representative stated Kaiser'’s
compounding subject matter experts believed clarity was needed on what areas
this requirement applies. The representative suggested modifying one way to
approach this might be to modify the definition of designated compounding area
to use terms already defined in USP chapter that resolved potential confusion
about which locations the temperature requirement applies. Related to (f), the
representative asked if the intent was for the facility SOPs to drive when a facility
would stop compounding based on a deviation in the compounding environment,
then Kaiser respectfully requested the Board modify this section because that was
not what (f) clearly stated.

Chairperson Serpa noted historically “typically” was used because temperatures
vary and fluctuate. Dr. Acosta stated CCR 1751.4 (k) uses the verbiage “which
typically includes a room temperature of 20 degrees or cooler.”

DRAFT Enforcement and Compounding Committee — March 23, 2023
Page 26 of 52



A representative from CPS Solutions noted inspectors use enforcement discretion
regarding temperature. The representative commented about (c)(1) revision uses
the language “the clean room suite” instead of the proposed language of
“designated compounding area” and asked if the “compounding area”
presumably mean also a “segregated compounding area” or an “SCA” when in a
lot of the smaller hospitals the SCA is part of the main pharmacy. To require 68
degrees or below, the whole pharmacy would be cold and it would lower the
room temperature that willimpact medications that must be stored at room
temperature. The representative recommended changing “designated
compounding area” to “clean room suite” to match 797 revision and leave the
SCAs out of it. With regard to (f), the representative stated seeing smaller hospitals
that needed to have the grate or the passive penetration and recommended
having passive penetration between ISO controlled areas.

A pharmacist commented about (e) and asked for clarification or at least
indication of penetrations or vents that allow the room to be air balanced but not
to extend that venting or penetration to the outside air.

Chairperson Serpa reminded participants while it may seem like the words of USP
797 are repeated, it wasn't always a true repetition as one word changed may
make the requirements higher in California. Dr. Serpa noted it was purposeful
because one word could make a difference.

Members were provided an opportunity fo comment based on public comment;
however, no comments were made.

Chairperson Serpa referenced section 1736.5 Certification and Recertification.

Dr. Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted as proposed, the
language would incorporate the appropriate CETA standards similar to the Board’s
current requirement and was necessary as staff have identified as times that an
unqualified individual performed the certification.

1736.5 CERTIFICATION AND RECERTIFICATION

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) Testing and certification of all classified areas shall be completed by a
qualified technician knowledgedable with certification methods and procedures
outlined within the Controlled Environment Testing Association (CETA)'s
Certification Guide for Sterile Compounding Facilities as specified in this section.
Testing shall be performed in accordance with CETA Certification Guide for
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Sterile Compounding Facilities (CAG-003-2006-13, Revised 2022), which is hereby
incorporated by reference.

(b) CETA standard(s) used to perform certification testing in all classified areas
shall be recorded on report issued by the certifying technician.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided an opportunity fo comment.

Member Barker inquired if the citation in (b) should match the citation in 1736.6 (c).
Dr. Acosta thought both citations would need to be changed to match the edition
being used at the time.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx; however, no comments were received
from participants in Sacramento or via WebEx.

Chairperson Serpa referenced section 1736.6 Microbiological Air and Surface
Monitoring. Dr. Serpa believed the language as presented was appropriate and
consistent with the Board’s consumer protection mandate. The language included
a cross reference to Conftrolled Environment Testing Association Certification
Application Guide USP Chapter 797 Viable Environmental Sampling and Gowning
which would again incorporate the CETA guideline by reference in the regulation.
The language would also establish a minimum requirement to trend for growth
microorganisms. Dr. Serpa believed this was so important noting while growth can
occur, if the root cause was not identified, growth will continue until the issue is
remediated. Dr. Serpa added this was an area she believed an FAQ may be
helpful to licensees. Dr. Serpa appreciated the written comments received noting
the updated language includes some recommended language provided in the
written comments.

1736.6 MICROBIOLOGICAL AIR AND SURFACE MONITORING

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) SOPs shall specify steps to be taken when the microbiological air and surface
monitoring action levels are exceeded including the investigative and corrective
actions, allowable activities, and resampling procedures.
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(b) At a minimum, to trend for growth of microorganisms, both air and surface
sampling must occur every six months, any microorganism recovered (growth)
shall be identified at least to the genus level, regardless of the CFU count.
Professional judgement shall be used to determine the appropriate action
necessary to remedy identified tfrends regardless of the action level.
Investigation must be consistent with the deviation and must include evaluation
of trends.

(c) Environmental sampling shall be done in compliance with the most recent
edition of the Controlled Environment Testing Association (CETA)'s Certification
Application Guide USP <797> Viable Environmental Sampling & Gowning
Evaluation (CAG-009, current version-20XX-XX, Revised October 2022), which is
hereby incorporated by reference.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided an opportunity to comment.

Member Barker commented on (b) that it should state “genus level” rather than
“genus species” and “regardless of action level” rather than “regardless on action
level.”

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A compounding pharmacist recommended the last sentence of (b) be reworded
to state “if the deviation is identified.” to help the licensee better understand the
intent.

A representative of Nutrishare commented regarding this section and 1736.2,
according to USP microbial identification of the colony forming units (CFUs) was not
required for a large fingertip and thumb sampling. The representative wanted to
confirm with the Board that the language was correct and the Board didn’t want
to include that as part of either section.

A pharmacist representative of Kaiser commented on (b) regarding to speciating
microorganism recovered, USP does not require identification of microorganisms
when less than the action level but it does require trending over time regardless of
action level. The representative stated the compounding subject matter experts do
not believe identification regardless of the CFU count will enhance patient safety
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and was an unnecessary requirement. The representative recommended removal
and referral to USP 797.

A pharmacist from UCSD Health agreed in following USP 797 ISO 7 and 8 areas were
allowed to have some viable particles and was too burdensome to require
identification of all microorganisms.

A pharmacist requested a point of clarification would help if understanding
correctly that both air and surface sampling must occur every six months and any
microorganism recovered shall be identified. The pharmacist thought what was
intfended was every six months regardless of whether you have an action level or
meaning at least once every six months you have to identify the microorganisms
but not every time you sample.

Chairperson Serpa confirmed that was the intent.

A pharmacist from UCSF agreed with other commenters’ feedback about
identifying to a single CFU but thought the language added it was clear the intent
was every six months and during that every six months then adaptation CFUs
require was reasonable. The commenter was concerned with overwhelming the
lab.

Members were provided an opportunity to comment based on public comment;
however, no comments were made.

Chairperson Serpa referenced section 1736.7 Cleaning, Disinfecting and Applying
Sporicidal Agents in Compounding Areas and Sterile 70% IPA. Dr. Serpa noted as
proposed the current section would be repealed and a new section added. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted that as proposed the
language would explicitly state that cleaning, disinfecting and sporicidal agents
must be used in accordance with manufacturer’s specifications. It was Dr. Serpa’s
understanding that regrettably this was not always the case based on inspection
findings. Dr. Serpa added in response to one of the written comments about
reusable cleaning supplies, a change was offered that was believed to strike a
balance.

1736.7 CLEANING, DISINFECTING, AND APPLYING SPORICIDAL AGENTS IN
COMPOUNDING AREAS AND STERILE 70% IPA

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.
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(a) Cleaning, disinfection, and sporicidal agents shall be used in
accordance with manufacturers' specifications.

(b) Reusable cleaning supplies not for use in the PEC shall nhot be stored
within 1 meter of the PEC.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment.
Member Barker requested consistency in the title capitalization.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants via WebEx.

A representative from Nutrishare requested clarification on storage within one
meter of the PEC if that meant when sterile IPA was used in the ante-room but not
in the sterile compounding surface that can’t be stored within one meter of the
PEC. The representative stated typically gloves and hands were cleansed before
entering the hood. Dr. Acosta noted the regulations were written for a device you
would put a sterile pad on when cleaning the hood and nof sterile IPA used for
hands or to wipe an item that goes into the hood. Dr. Serpa added the sterile IPA
would be considered in use and not stored.

A pharmacist from UCSF was concerned about some cleaning agentsin (b).

Members were provided an opportunity o comment after public comment;
however, no comments were made.

Chairperson Serpa referenced section 1736.8 Infroducing Items Into the SEC and
PEC. Dr. Serpa believed the language as presented was appropriate and
consistent with the Board’s consumer protection mandate noting that this section
was an example of where it was proposed that the SOPs would need to include at
a minimum, products to be used on any equipment. Dr. Serpa noted there was a
separate section that provided more specificity on the full requirements for SOPs.
Dr. Serpa noted after considering the written response to this section, Dr. Serpa
didn’t believe any changes were necessary.

1736.8 INTRODUCING ITEMS INTO THE SEC AND PEC
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The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

SOPs shall specify the process and products to be used on any equipment
and other items entering from an unclassified ared into the clean side of the
ante-room, entering a PEC, and entering the SCA. These SOPs will define at a
minimum, what product is to be used, the dwell time required, and how dwell
time will be monitored and documented.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment; however, there were no
comments.

Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx; however, there were no comments.

Chairperson Serpa referenced section 1736.9 Equipment, Supplies and
Components. Dr. Serpa believed the language as presented was appropriate and
consistent with the Board’s consumer protection mandate. Similar with prior
language considered, the proposed language again specified that equipment
and supplies used to compound sterile preparations shall be used in accordance
with manufacturers’ specifications. Dr. Serpa noted there was a typo in section
1736.9(c). The language should reference any component used to compound a
CSP and was corrected.

Dr. Serpa highlighted that the Board was explicitly stating that a certificate of
analysis must include as part of the information, the grade of the material and the
language regarding where the use of a bulk drug substance was allowed including
a provision to allow for exemption from the provisions if authorized by a public
health officer in an emergency use situation. Dr. Serpa believed this was an area
where an FAQ would be beneficial to provide guidance to licensees in
understanding the provisions and the interplay with federal law, USP requirements
and the Board’s regulations. Dr. Serpa added the language displayed included
some changes based on the written comments received.

1736.9 EQUIPMENT, SUPPLIES, AND COMPONENTS

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.
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(a) All equipment and supplies used to compound CSP shall be used, in
accordance with manufacturers' specifications and be of suitable
composition such that the surfaces which contact components are not
reactive or sorptive.

(b) Incubators used by the facility shall be cleaned, maintained, calibrated,
and operated in accordance with manufacturers' specifications. For
incubators without specific manufacturers' specifications, cleaning shall take
place at least monthly and cdlibration shall take place at least every 12
months. SOPs shall specify the frequency and process of cleaning,
maintenance, and cdlibration, including when incubation of samples is
taking place such that samples are not compromised. All cleaning,
maintenance, and cdalibration shall be documented and dated as defined
in the SOPs.

(c) Any component used to compound a CSP shall be used and stored in
accordance with all federal laws and regulations and industry standards
including the manufacturers’ specifications and requirements.

(d) All APl and excipient components used to compound a CSP shall be
manufactured by an FDA-reqistered facility and suitable for use in sterile
pharmaceuticals. A Certificate of Analysis (COA) which includes the
compendial name, the grade of the material, and the applicable
compendial designations on the COA must be received and evaluated prior
to use, unless components are commercially manufactured drug products.

(e) When a bulk drug substance, or API, is used to compound a CSP, it shall
comply with a USP drug monograph, be the active substance of an FDA
approved drug, or be listed 21 CFR 216, unless authorized by a public hedlth
official in an emergency use situation for a patient specific compounded
sterile preparation.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment.

Member Barker commented in (b) “process cleaning” was missing “of"” to read
“process of cleaning.”
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Members of the public were provided the opportunity to comment at the
Sacramento meeting location and WebEx. Comments were received from
participants in Sacramento and via WebEx.

A representative from Sutter Health commented on (a) “are not reactive or
sorptive” and greater specificity was warranted as some components may have
reactivity absorption and are accounted for and mitigated. Dr. Serpa asked for an
example. The representative provided a PVZC bag that was made of DEHP. Dr.
Serpa added the IV bag would be part of the component. Dr. Acosta agreed the
language was narrow in the vision and there were known items that need to be
addressed.

A compounding pharmacist commented on (e) proposed adding substances that
come from 503B facility as being substances being used in a compounded CSP
and requested it be added. The compounding pharmacist tried to figure out who a
public health official could be and asked who had the authority.

Dr. Acosta noted the 503B comment would be addressed in section 1736.16. Dr.
Acosta added the public health official was added because the Board did have a
public health official who had a product that was needed to be made that was
not within any section. Dr. Acosta added it would be someone with the
Department of Public Health that has prescribing authority. Dr. Serpa added the
key word was “authorized” and provided an example of making medication for
malaria for the CDC.

A compounding pharmacist commented on (e) and brought back the
applicability of the FDA category one list which is their list of non-USP substances
that were being evaluated for the availability fo compound. The understanding of
the FDA's guidance on this is they are allowed to compound with those until a final
decision has been made by the FDA to establish as accepted to compound or not
acceptable to compound. The compounding pharmacist requested the Board’s
position and asked the Board to consider a very substantial list of important
medications some of which are lifesaving.

A pharmacist representative from Kaiser commented on (b) related to incubators
using the same calibrated temperature monitoring device used for monitoring
room temperature and asked the Board to modify the regulation to clarify that
annual calibration may not be required if an alternative calibrated temperature
monitoring device was being used to monitor and adjust temperature of the
incubator. The representative commented on (c) related to storage and asked the
Board how it intfends to balance the proposed requirement for the compounding
area to be maintained at a temperature of 20 degrees or less while room
temperature was 20-25 degrees. The representative commented on (d) related to
COA, USP 797 requires compounders to receive COA but only requires receipt and
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evaluation of COA for components that cannot be obtained from an FDA
registered facility. To receive and evaluate COAs for components that have been
obtained from an FDA registered facility was burdensome and didn’'t enhance
patient safety and requested it be deleted and revert to the USP 797 requirement.

A representative for APC commented on (d) related to the requirement that alll
components used to compound a CSP be manufactured by an FDA registered
facility suitable for use in sterile pharmaceuticals fails to recognize that many APIs
even those USP grade do not specify suitable for use in sterile pharmaceuticals only
that they are suitable for manufacturering. There was concern that all APIs contain
some level of impurities incipient that are not manufactured in FDA facility so that
compliance with this section would require all components to come from an FDA
registered facility becomes difficult and requested clarification. The representative
commented on (e) of a concern that the regulation change would result in
prohibition on compounding sterile products from bulk substances on the FDA's
interim list while the substances are under review by the agency to determine if
they should be included in the CFR on the list of bulk substances that can be used
to compound. There was a concern that the proposal would eliminate patient
access to several compounded drugs in California as FDA reviews those bulk
substances including methylcobalamin and glutathione and was inconsistent with
the vast majority of other state regulations and federal guidance on the bulk list
that specifically authorizes compounding of those substances while they are under
review on the category one list. The representative stated the list was created to
avoid lapses in patient access to compound drugs prescribed by providers while
FDA reviews those substances that can take months or years. By putting the
substances on the list, they have been nominated with enough data for the
agency to conduct the review and there's not an immediate patient safety risk
associated with compounding. APC strongly recommended amending the
proposal to allow compounding of sterile products on FDA's interim list to align with
federal policy.

Members were provided the opportunity to comment.

Member Oh requested clarification of category one. Dr. Serpa stated the
language says listed in CFR 21-1216.

Chairperson Serpa referenced section 1736.10 Sterilization and Depyrogenation. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted references to various
USP chapters including chapters related to Dry Heat Depyrogenation, Sterilizing
Filtfration of Liquids, Steam Sterilization by Direct Contact, and Sterilization of
Compendial Articles. Dr. Serpa added this provides clarity to licensees that
requirements established in these USP Chapters were applicable to compounding
of sterile preparations. Dr. Serpa believed an FAQ would be helpful to highlight
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federal 503A requirements related to end-to-end compounding and thanked the
written commenter that identified the typo in subsection (f).

1736.10 STERILIZATION AND DEPYROGENATION

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) Dry heat depyrogenation shall be done in compliance with USP Chapter
1228.1, Dry Heat Depyrogenation.

(b) Sterilization by filtration shall be done in compliance with USP Chapter 1229.4,
Sterilizing Filtration of Liquids.
(1) Filter dimensions and the CSP to be sterilized by filtration shall permit the
sterilization process 1o be completed without the need for replacement of
the filter during the process.

(c) Steam sterilization shall be done in compliance with USP Chapter 1229.1,
Steam Sterilization by Direct Contact.

(d) Dry heat sterilization shall be done in compliance with USP Chapter 1229.8,
Dry Heat Sterilization.

(e) No compound of a CSP from nonsterile components shall be prepared
when the licensed location cannot also sterilize the CSP as described in this
section.

(f) Sterilization of supplies and/or container—closure systems shall be done in
compliance with USP Chapter 1229, Sterilization of Compendial Articles.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment; however, no
comments were made in Sacramento or via WebEx.

Chairperson Serpa referenced proposed language for section 1736.11 related to
Master Formulation and Compounding Records. Chairperson Serpa believed the
language as presented was appropriate and consistent with the Board’s consumer
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protection mandate noting similar to the proposed language for nonsterile
compounded preparation, the language provides authority for the prescription
document to serve as the master formula under specified conditions.

Chairperson Serpa believed FAQs were appropriate in this section to clarify that a
master formula record must be prepared. Dr. Serpa added as proposed, the
compounding record must be clear that all staff involved in the compounding must
be documented. Dr. Serpa added an FAQ was appropriate to highlight to
licensees the types of staff, including for example those involved in staging
activities. Dr. Serpa noted in response to some written comment, the language
offers some changes to the referenced source material. Dr. Serpa added that a
public comment was submitted specifically related to (c)(3) to exempt
documentation of compounding of some sterile products and noted that this issue
has been raised over the years and has been considered by the Board on several
occasions. Dr. Serpa didn't believe this was appropriate.

1736.11 MASTER FORMULATION AND COMPOUNDING RECORDS

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A CSP shall not be compounded until the facility has first prepared a written
master formulation record in compliance with USP Chapter 797 and identified in
that document the following additional elements:

(1) When a source is referenced to support the assigned beyond-use date
(BUD); each source referenced shall be readily retrievable at the time of
compounding and shall be maintained for three years from the date each
CSP is dispensed.

(2) Instructions for handling the compounded drug preparation.

(b) Where a facility does not routinely compound a particular drug preparation,
the master formulation record for that preparation may be recorded on the
prescription document itself. This record shall comply with USP Chapter 797 and
this section.

(c) A compounding record shall be a single document. The document shall
satisfy the requirements of USP Chapter 797, as well as the following:

(1) The date and time of preparation. The time of preparation is the time
when compounding the CSP started, which also determines when the
assigned BUD starts.
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(2) The assigned internal identification number shall be unigue for each
compounded drug preparation.

(3) The manufacturer, lot number, and expiration date shall be recorded for
each component for CSPs.

(4) The total guantity compounded shall include the number of units made
and either the volume or the weight of each unit.

(5) The identity of each person performing the compounding and
pharmacist verifying the final drug preparation

(6) When applicable, endotoxin level calculations and results.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4081, 4114, 4115, 4126.8,
4169 and 4127, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment. Comments
were received in Sacramento and via WebEx.

A pharmacist representative of Sutter Health commented on (c) in the first
sentence that a single document may not be retrievable but is often in the EHR
record and requested clarification. For (c)(1), the representative agreed with the
time and date of the preparation and requested clarification it being a date only
for the BUD might be good. For (c)(2), the representative commented on the
assigned internal identification number shall be unique for each compounded drug
preparation noting in current processes doing batch or lot type preparations where
a unique number is assigned to the batch or lot and not each unique CSP.

Chairperson Serpa clarified each drug preparation would be the lot and not each
individual unit.

A compounding pharmacist comment on (c)(2) agreeing with the Sutter Health
representative requesting it be changed to “shall be unique for each
compounding record” to help clarify for the licensees.

A pharmacist representative of Cedar Sinai commented on (c) requesting
changing “single document” to “readily accessible document” as current health
systems utilize electronic record keeping systems and software but it was not always
feasible for the required elements of the electronic records to be pulled into a
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single document. Regarding (c)(3), the current language in CCR 1735.3 does
exempt healthcare facilities licensed under Health and Safety Code (HSC) section
1250 from the requirement of including the manufacture, lot number and expiration
date of each component of a sterile compound. If the sterile compound is using @
single log for administration for a patient in a health facility within 72 hours of
administration. The representative requested the Board reconsider adding that
exemption to the current proposed language to allow healthcare facilities

licensed under HSC 1250 to be exempt from including these elements. Various
technology and software were used to tfrack the NDC that can be traced back to
the lot and manufacturer of the medication.

Members were provided an opportunity to comment after public comment;
however, no comments were made.

Chairperson Serpa referenced section 1735.12 Release Inspections and Testing. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted the proposed
language includes cross reference to applicable USP Chapters. Dr. Serpa reported
receiving comments regarding the need for endotoxin testing for limited BUD
products prior to release. Dr. Serpa noted this was an interesting concept that
balanced patient access with patient safety and would be interested in hearing
additional comments in this area.

1736.12 RELEASE INSPECTIONS AND TESTING

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A pharmacist performing, or supervising compounding is responsible for the
integrity, qudlity, and labeled strength of a compounded drug preparation until
the beyond use date indicated on the label, so long as the label instructions for
storage and handling are followed after the preparation is received by the
patient or patient’'s agent.

(b) Validation of an alternative method for sterility testing shall be done in
compliance with USP Chapter 1223, Validation of Alternative Microbiological
Methods and shall document the method-suitability for each CSP formulation
for which the alternate method is used.

(c) Injectable CSP's made from nonsterile components regardless of Category,
must be tested to ensure that they do not contain excessive bacterial
endotoxins, as established in Chapter 85. Results must be reviewed and
documented in the compounding record prior to release.
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Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment.
Member Barker requested the title be added to USP Chapter 85.

Members of the public were provided the opportunity to comment. Comments
were received in Sacramento and via WebEx.

A compounding pharmacist commented on (b) related to validation of alternative
method and inquired who can do the validation and what makes it acceptable.

Supervising Inspector Panella-Spangler stated labs have a standard set of bacteria
used for every single validation of the sterility test called method suitability and all
that needs to be done is to get a method suitability for the exact formula.

A pharmacy director of a rural Sutter Health hospital commented on (a) related to
the reference to patient or patient’s agent is appropriate in many instances but
pharmacists don’t always deal with the patient or patient’s agent and requested it
be consistently applied and also evaluated for its applicability to all care settings.

A compounding pharmacist representing Hartley Medical commented on (c)
requiring bacteria endotoxin testing for all CSPs regardless of the category. The
compounding pharmacist felt that produces an unrealized burden for the health
care provider but would also impact patient care. The compounding pharmacist
stated the proposal was not consistent with the new USP which doesn’t require
endotoxin testing for category one. The compounding pharmacist provided a
summary of his background and endotoxin testing noting in all of his career he
hasn't observed endotoxins from non-sterile ingredients that were associated with
sterile preparations and requested the Board reconsider regarding testing of
category one when utilizing non-sterile ingredients.

A pharmacist from UCSF commented on (c) that the change would result in patient
care delay and could take up to a week.

Chairperson Serpa requested the Dr. Acosta explain the two concepts mentioned
in the written and verbal testimony. Dr. Acosta noted for the first concept, she was
wondering what hospital was doing non-sterile to sterile compounding that the
endotoxin testing would apply. Dr. Acosta questioned what product was being
made in acute care setting that was non-sterile. Dr. Acosta noted for the second
concept, it was being made in a category one facility where the chapter wouldn’t
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be required. Dr. Acosta noted in general when doing non-sterile to sterile
compounding endotoxin testing was done in-house. The chapter does require for
category two to extend BUD and sterility testing. Dr. Acosta noted the concern was
for products made in a category one that may be inadvertently used on multiple
patients without any sterility or endotoxin testing. Once the CSPs leave the
pharmacy, there is no control of when they will be used or for how long they will be
used. Dr. Acosta recalled endotoxins cause harm in one vial on eight patients in
California.

Members were provided an opportunity o comment after public comment;
however, no comments were made.

The Committee took a break from 2:55 p.m. to 3:05 p.m. Chairperson Serpa
took roll call after the break. Members present included: Jig Patel, Licensee
Member; Renee Barker, Licensee Member; Seung Oh, Licensee Member; and
Maria Serpa; Licensing Member. A quorum was established.

Chairperson Serpa referenced section 1736.13 Labeling. Dr. Serpa believed the
language as presented was appropriate and consistent with the Board’s consumer
protection mandate. Dr. Serpa noted the change being proposed in 1736.13(q)
that provided greater flexibility on the label for an admix CSP solution. Dr. Serpa
didn’t believe written comments specific to this section was received.

1736.13 LABELING

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A CSP label shall also include the following:

)
(2) For

Route of infended administration, and

admixed CSP, the solution utilized, and
(3) Instructions for administration. For admixed CSP solutions, the rate of
infusion, or range of rates of infusion, or the duration when the entire CSP
shall be administered unless included in the patient chart record for an
inpatient of a facility licensed pursuant to HSC 1250.
(4) Name of compounding facility and dispensing facility (if different).

(b) Any CSP dispensed to a patient or readied for dispensing to a patient
shall also include on the label the information required by Business and
Professions Code section 4076 and section 1707.5.
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Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4076, 4114, 4115, 4123,
4126.8, and 4127, Business and Professions Code.

Members were provided the opportunity to comment.

Member Barker had concerns about (a)(3) regarding the instructions for
administration about the rate of infusion, range of infusion, and rates of infusion
duration because in Dr. Barker's experience the source of truth for the rate was the
EHR and not on the label. Dr. Acosta explained it was changed based on
feedback received on current law required the rate of infusion and was trying to
allow for a range of rates (e.qg., drip that tapers up/down based on BP). Dr. Serpa
added the language was designed to cover the dynamic situation of an acute
care patient. Member Patel inquired if the label could refer to the EHR. Dr. Serpa
stated it only covered narrow portion of patients as not everyone was receiving
sterile product was at an acute care or has an EHR. Mr. Patel suggested adding a
safety range or max. Dr. Barker noted the "“or” allows for different options.

Members of the public were provided the opportunity to comment. Comments
were received in Sacramento and via WebEx.

A director of pharmacy at a rural Sutter Health hospital commented (a)(3) assumes
all CSPs are administered at a certain rate where some are compounded at
volume with different rate. The pharmacist stated it didn't allow for CSPs where
administrative rate is not relative (e.g., IV push, irrigations, or filmic dosage formes,
etc.). The pharmacist requested defining rate. The pharmacist suggested changing
(a)(3) to “for admix IV infusions the rate will apply to that but nothing else.” The
pharmacist commented on (a)(4) and (b) requesting an exemption for HSC 1250
acute care hospitals.

A pharmacist representative of Sutter Health added if there was not an exemption
regarding display of both the compounding and dispensing facility in USP it
mentioned the requirement must be displayed in labeling if outside the health care
system and so referencing the labeling requirement of USP could be a balance for
the current language.

A representative of CPS Solutions commented in support of written comment from
Cedars Sanai requesting an exemption to (b) for health facilities licensing under
H&S section 1250.

A pharmacist representative of Kaiser commented in support of a change for (a)(3)
to allow for the label to point to the EHR range of infusion.
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A pharmacist representative of Cedar Sinai commented in support of adding to
(a)(3) to reference the EHR and preferably revising “CSP solutions” to “CSP
infusions.” The representative reiterated written comment regarding (b) to be
consistent with current regulations for hospitals licensed under H&S section 1250
when administered by a health care professional and not dispensed.

Chairperson Serpa had a question about (b). Dr. Acosta noted the difference was
dispense versus administered. Dr. Serpa suggested adding to FAQ or rewording. Dr.
Oh was in support of making it clearer. Dr. Serpa agreed to work offline to clarify
the wording.

Chairperson Serpa referenced the comment regarding (a)(3) and proposed
adding "“or seeing patient chart record.” Dr. Acosta noted the law applies to
everyone and would have to have safeguards and may possibly used exemption
for acute care hospitals licensed under H&S section 1250. Dr. Serpa suggested
working on this and the word “admix CSP solutions.”

Chairperson Serpa referenced to section 1736.14 Establishing Beyond-Use Dates. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted the section
emphasized some items that Dr. Serpa believed were common sense, but
regrettably enforcement actions arise where a beyond-use date was established
that was beyond that of one of the components used in the preparation.

Chairperson Serpa recommend FAQSs for this section to clarify some of the USP
Chapter requirements using a CSP as a component related to in-use time versus a
BUD. An FAQ should also be developed to highlight to licensees the need to
comply with sterility provisions as part of the considerations when establishing a
BUD. Dr. Serpa noted that while USP provides a table for BUD establishment, for a
specific CSP that table information may not be applicable. Dr. Serpa noted that
written comment for this section was received regarding the meaning of the term
data as in stability data; however, noted this was a common term and made no
changes.

1736.14 ESTABLISHING BEYOND-USE DATES

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A CSP’s beyond-use date (BUD) shall not exceed:
(1) The chemical and physical stability data of the active pharmaceutical
ingredient and any added substances in the preparation,
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(2) The compatibility of the container—closure system with the finished
preparation (e.g., possible leaching, interactions, and storage condifions),

(3) The shortest remaining expiration date or BUD of any of the starting
components except for pH-altering solutions.

(b) A CSP labeled with a BUD with only a date shall expire at midnight at that
date.

(c) Prior to dispensing a CSP that requires sterility and endotoxin testing for BUD
determination, test results shall be received. Results must be within acceptable
limits. Test results must be retained as part of the compounding record.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment. Comments
were made via WebEx.

A representative from Nutrishare suggested adding date and time when shipping
outside of California.

Chairperson Serpa referenced section 1736.15 Use of Conventionally Manufactured
Products and Components. Dr. Serpa believed the language as presented was
appropriate and consistent with the Board’s consumer protection mandate.

1736.15. USE OF CONVENTIONALLY MANUFACTURED PRODUCTS AS COMPONENTS
The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A single-dose container entered or punctured outside of an ISO Class 5 areq,
must be discarded immediately.

(b) Asingle-dose container entered or punctured inside of an ISO class 5 area
must be discarded within 12 hours.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.
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Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment. Comments
were made in Sacramento and via WebEx.

A pharmacist representative of Sutter Health commented on (b) noting USP states
that the single dose entered or punctured may be used for up to 12 hours; this
states it must be discarded within 12 hours. However, it doesn't state that it can be
stored if stored under appropriate storage conditions.

A representative from CPS Solutions commented (b) was already in USP 797 and
recommended discarding.

Chairperson Serpa asked the inspectors about change on storage location or
changing “maybe” to “must.” Dr. Acosta noted (b) was broadened from a single
dose vial to single dose container. Neither the Board nor USP addressed the
storage.

Chairperson Serpa referred to section 1736.16 Use of CSPs as Components. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. This section provided clarity regarding
the use of compounded stock solutions. Dr. Serpa thanked the commenter who
caught the error in the language and noted the displayed language included the
correction.

1736.16. USE OF CSPS AS COMPONENTS

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) A compounded stock solution intended for use in a CSP must comply with all
provisions of this article including Category 1, Category 2, or Category 3.

(b) Nothing in this section shall prohibit the use of a CSP obtained from a
California Licensed Outsourcing Facility.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment. Comments
were made in Sacramento.

A compounding pharmacist thanked the Board for the clarification.
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Members were provided an opportunity to comment after public comment; no
additional comments were made.

Chairperson Serpa referred to section 1736.17 Standard Operating Procedures. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. This section cross referenced the
related USP Chapter 1163 Quality Assurance in Pharmaceutical Compounding and
provides clarity and explicit requirements to licensees to allow for clear
understanding of the Board’s requirements. The language also explicitly provided
that PIC was required to review SOPs on an annual basis and documentation of
such review. The language explicitly stated that failure to follow SOPs is a basis for
enforcement action.

1736.17 Standard Operating Procedures (SOPS)

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) Standard operating procedures (SOPs) shall be followed and shall:
(1) Comply with USP Chapter 1163, Quality Assurance in Pharmaceutical
Compounding.
(2) In addition to the SOPs required in USP Chapter 1163, Quality Assurance in
Pharmaceutical Compounding, SOPs must also be developed to describe
the following:

(A) Methods by which the supervising pharmacist will ensure the quality of
compounded drug preparations.

(B) Procedures for handling, compounding, and disposal of infectious
materials. The written policies and procedures shall describe the facility
protocols for cleanups and spills in conformity with local health
jurisdictional standards.

(C) The methods a pharmacist will use to determine and approve the
ingredients and the compounding process for each preparation
before compounding begins.

(b) The SOPs shall specify the steps to be taken if a classified area(s) fails to meet
the specified ISO classification including the investigative and corrective
actions, allowable activities, and retesting procedures.

(c) The SOPs shall be reviewed on an annual basis by the pharmacist-in-charge.
Such review shall be documented by the pharmacist-in-charge consistent with
the SOPs. The policies and procedures shall be updated to reflect changes to
compounding processes, facility changes or other changes that impact the
CSP. Such SOP changes shall be disseminated to the affected staff prior to
implementation.
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(d) Failure to follow written SOPs shall constitute a basis for enforcement action.
Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment. Comments
were made via WebEx.

A pharmacist representative of Kaiser raised a general concern in these sections
and other sections regarding compliance with entirety of all USP chapters as
incorporated by reference. The representative noted if elements of a chapter are
needed for a licensed sterile compounding facility, the required elements should
be incorporated rather than the entire chapter.

Members were provided the opportunity to comment after public comment;
however, no comments were made.

Member Oh left the meeting at 3:34 p.m.

Chairperson Serpa referenced 1736.18 Quality Assurance and Quality Control. Dr.
Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. The proposed language included an
explicit requirement for the PIC to review all complaints related to potential quality
problems within 72 hours. This action would be in addition to other required actions
established in state and federal law and detailed in USP. Dr. Serpa believed an FAQ
was appropriate to highlight all of the different legal requirements surrounding
product quality issues, for example, when a recall and adverse drug events must
be conducted, notification timeframes, etc.

1736.18 QUALITY ASSURANCE AND QUALITY CONTROL

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) The quality assurance program shall comply with section 1711 and the
standards contained in USP_ Chapter 1163, Quality Assurance in Pharmaceutical
Compounding. In addition, the program shall include the following:
(1) A written procedure for scheduled action, such as a recall, in the event
any compounded drug preparation is discovered to be outside the
expected standards for integrity, quality, or labeled strength.

DRAFT Enforcement and Compounding Committee — March 23, 2023
Page 47 of 52



(2) A written procedure for responding to out-of-range temperature
variations within the medication storage areas where a furnished drug may
be returned for furnishing to another patient.
(b) Recalls and adverse reporting must be completed in compliance with
relevant provisions of pharmacy law.
(c) In addition to subsection (b), all complaints related to a potential quality
problem with a CSP and all adverse events shall be reviewed by the
pharmacist-in-charge within 72 hours. Such review shall be documented and
dated as defined in the SOPs.
Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8, 4127,
4127.2, and 4127.11, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment; however, no
comments were made in Sacramento or via WebEx.

Chairperson Serpa referenced section 1736.19 CSP Handling, Storage, Packaging,
Shipping and Transport. Dr. Serpa believed the language as presented was
appropriate and consistent with the Board's consumer protection mandate. This
section emphasized some items that Dr. Serpa believed were common sense, such
as a requirement that the packaging materials need to protect CSPs from
damage, leakage, contamination, degradation, and absorption while preventing
inadvertent exposure to tfransportation personnel. Dr. Serpa noted there was a typo
in (b) that would be corrected.

1736.19 CSP HANDLING, STORAGE, PACKAGING, SHIPPING, AND TRANSPORT

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) There shall be written procedures for qualification of storage, shipping
containers and transportation of temperature sensitive CSPs to preserve quality
standards for integrity, quality and labeled strength.

(b) Packaging materials shall protect CSPs from damage, leakage,
contamination, degradation, and adsorption while preventing inadvertent
exposure to tfransportation personnel,

(c) A pharmacist compounding or supervising compounding, is responsible for
the integrity, quality, and labeled strength of a CSP until the beyond-use date
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indicated on the label so long as label instructions for storage and handling
are followed after the preparation is received by the patient or patient’s

agent.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment
Member Oh returned to the meeting at 3:37 p.m.

Member Barker commented (c) required additional clarification. Dr. Acosta
recommended changing to “a pharmacist compounding or overseeing
compounding is responsible.” Dr. Barker noted the second part at the end of (c)
the “received” was not clear. Dr. Acosta clarified the intent was to be as long as
the patient was following what it was labeled as, then it was good to use the BUD.
Dr. Acosta continued the pharmacist should be responsible for the labeled BUD as
long as the patient handled it according to the label. Dr. Serpa noted this could be
fixed to be less complicated.

Members of the public were provided the opportunity to comment. Comments
were received in Sacramento or via WebEx.

A pharmacist representative for Sutter Health commented on (c) regarding the
reference use of patient/agent if applicable when dispensed to other health care
workers/facilities and defining if those applications are applicable in those settings.

A pharmacist representative for Kaiser commented on (c) noting it was identical to
1736.12(a) and was curious if it needed to be present in both places. Dr. Acosta
noted it was not needed in both places and it could be fixed.

Members were provided the opportunity to comment after public comment;
however, no comments were made.

Chairperson Serpa referenced section 1736.20 Documentation. Dr. Serpa believed
the language as presented was appropriate and consistent with the Board's
consumer protection mandate. Dr. Serpa noted documentation was essential and
appreciated the clarity being provided in the proposed language including a
requirement for an audit frail of the revisions made.

1736.20 DOCUMENTATION
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The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) Records shall be maintained as required by USP Chapter 797 or this article, in
a readily retrievable form, for at least three years from the date the record was
created or relied upon. If only recorded and stored electronically, on magnetic
medig, or in any other computerized form, the records shall be maintained as
specified by Business and Professions Code section 4070.

(b) Records created shall be created and maintained in a manner to provide
an audit trail for revisions and updates of each record document. Prior versions
of each record must be maintained in a readily retrievable format and include
the changes to the document, identification of individual who made the
change, and the date of each change.

Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4081, 4105, 4114, 4115,
4126.8 and 4127, Business and Professions Code.

Members were provided the opportunity to comment; however, no comments
were made.

Members of the public were provided the opportunity to comment; however, no
comments were made in Sacramento or via WebEx.

Chairperson Serpa referenced section 1736.21 Compounding Allergenic Extracts.
Dr. Serpa believed the language as presented was appropriate and consistent with
the Board's consumer protection mandate. Dr. Serpa noted that USP requirements
related to compounding allergenic were far more specific in the new chapter.

1736.21 COMPOUNDING ALLERGENIC EXTRACTS

The requirements of this section apply to performing sterile compounding in
addition to the requirements in USP Chapter 797.

(a) Any allergenic extract compounding shall take place in a dedicated PEC.
No other CSP may be made in this PEC.

(b) Compounding of allergenic extracts are limited to patient-specific
prescriptions and the conditions limited to Category | and Category 2 CSPs as
specified in USP 797.

(c) Any stock solution made shall comply with the requirements established in
USP 51 and container closure integrity tests consistent with Chapter 1207.
Compounding records are required for stock solutions.
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Authority cited: Sections 4001.1, 4005, 4126.8, and 4127, Business and Professions
Code. Reference: Sections 4005, 4036, 4037, 4051, 4052, 4114, 4115, 4126.8 and
4127, Business and Professions Code.

Members were provided the opportunity to comment.

Member Barker requested the chapter name be added and the second “closure”
could be removed.

Members of the public were provided the opportunity to comment. Comments
were made in Sacramento and via WebEx.

A pharmacist representative of Sutter Health commented on (a) wanting to point
out the allowance sounds to restrict the allowable ACA and suggested changing
to a dedicated PEC or a dedicated allergenic extract compounding area. The
pharmacist noted allergenic exiracts are from FDA and sterilized and asked if there
was areason they had to have a dedicated area. Dr. Acosta added the intent
was not to remove the allowance for it but the question would be do we want to
allow it to be compounded notin a PEC. Dr. Serpa and Dr. Acosta agreed there
were concerns about cross contamination. Members decided to think about it
further.

A director of pharmacy at a rural Sutter Health hospital explained based on
previous experience, it was well preserved and a PEC was not needed. As it gets
diluted, the BUD gefts shortened. The pharmacist agreed the Board may choose to
leave it out but if kept, it should be changed to say that it must occur in ISO class 5
PEC or as USP requires in a dedicated allergenic extract compounding area
(AECA).

A pharmacist from UCSF commented about (a) requesting to use the USP verbiage.

The Committee heard a comment from someone who couldn’t speak for the
comment and typed into the comment box read by the moderator “Being in
agreement with sticking to what USP states AECA also allows for compounding
of/for off-label use of sublingual immunotherapy slit in compounding pharmacies.
The AECA is not to allow for other compounded preparations in the same space.”

Chairperson Serpa thanked all for their participation in the discussions today. Dr.
Serpa noted in addition to changes that were discussed today and given the
significant changes today, with the Committee’s agreement, Dr. Serpa would work
with staff and counsel to finalize language. Dr. Serpa ensured she would be working
with staff to ensure consistency between these proposed requirements and those in
the proposed requirements for the compounding of nonsterile preparations,
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VII.

VIIL.

radiopharmaceuticals, and hazardous drugs where appropriate. Dr. Serpa advised
these changes would be completed prior to the Board's consideration of all of
proposed regulations during the April 2023 Board Meeting. The Committee agreed.
Future Committee Meeting Dates

Chairperson Serpa reminded the next meeting was scheduled April 13, 2023, at
which tfime the Committee will review proposed changes to hazardous
preparations. Dr. Serpa advised the meeting will be via WebEx.

Adjournment

The meeting adjourned at 3:58 p.m.
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purposes only, the author makes no warranties, either expressed or
implied.

3. Information in this presentation is subject to change without notice.

4. This presentation carries no authority and shall not be considered legal
advice.
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USP <800> Overview: Sections
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Receiving

Labeling, Packaging, Transport, and Disposal

Dispensing Final Dosage Forms

Compounding

Administering

Deactivating, Decontaminating, Cleaning and Disinfecting
Spill Control

Documentation and Standard Operating Procedures
Medical Survelillance
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Section 1. Infroduction and Scope

» This chapter describes practice and quality standards
for handling hazardous drugs (HDs) to promote patient
safety, worker safety, and environmental protection.

» Handling HDs includes, but is not limited to, the receipt,
storage, compounding, dispensing, administration, and
disposal of sterile and nonsterile products and
preparations.

» This chapter applies to all healthcare personnel who
handle HD preparations and all entities that store,
prepare, transport, or administer HDs.
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Section 1. Infroduction and Scope

» Enfities that handle HDs must incorporate the standards
IN this chapter into their occupational safety plan which
must, at a minimum, include:

A list of HDs

Facility and engineering controls

Competent personnel

Safe work practices

Proper use of appropriate Personal Protective

Equipment (PPE)

Policies for HD waste segregation and disposal
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Section 2. List of Hazardous Drugs

» The National Institute for Occupational Safety and

Health (NIOSH) maintains a list of antineoplastic
and other HDs used in healthcare.

For the purposes of this chapter, the term
antineoplastic only refers to antineoplastic drugs
included in Table 1 of the most current NIOSH List.
Must maintain a list of HDs, which must include any
items on the current NIOSH list that the entity
handles.

» The entity's list must be reviewed at least every 12

>

months.
Whenever a new agent or dosage form is used, it
should be reviewed against the entity's list.
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» NIOSH is a division of Center for Disease Control
and Prevention (CDC)
» Maintains a list of antineoplastic and other
hazardous drugs in Healthcare Settings:
= 2004, 2010, 2012, 2014, 2016
= The most current list — 2016 List of Antineoplastic
and Other Hazardous Drugs in Healthcare
Settings
= NIOSH proposed an updated list on May 1, 2020,
for public comment, which is not yet official.
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» HD is a drug identified as hazardous or potentially
hazardous by NIOSH
» Exhibit one or more of the following six characteristics
IN humans or animals: (Criteria)
= Carcinogenicity
= Teratogenicity or developmental toxicity
= Reproductive toxicity in humans
= Organ toxicity at low doses in humans or animals
= Genotoxicity
= New drugs that mimic existing HDs drugs in structure
or toxicity
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Table 1: Antineoplastic drugs

» Meet one or more of the NIOSH criteria for a hazardous
drug.

» Many of these drugs are cytotoxic

» Represent an occupational hazard to healthcare
workers and should always be handled with use of
recommended engineering controls and personal

protective equipment (PPE), regardless of their
formulation.
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Table 2. Non-antineoplastic drugs that meet one or
more of the NIOSH criteria for a hazardous drug

» Some of these drugs may represent an occupational
hazard to males or females who are actively trying to
conceive, women who are pregnant or may become
pregnant, and women who are breast feeding, because
they may be present in breast milk.

» Unopened, intact tablets and capsules may not pose the
same degree of occupational exposure risk as injectable
drugs, which usually require extensive preparation.
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Table 3.Non-antineoplastic drugs that primarily have
adverse reproductive effects

» NIOSH criteria for reproductive hazards.

» Represent a potential occupational hazard to males or
females who are actively trying to conceive, women who
are pregnant or may become pregnant, and women who
are breast feeding, as they may be present in breast milk.

» Unopened, intact tablets and capsules may not pose the
same degree of occupational risk as injectable drugs that
usually require extensive preparation.
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Table 4

» Drugs that were deleted from the 2014 NIOSH hazardous
drug list for the 2016 update; however, there are no
deletions to report.

Table 5

» Provides general guidance for some of the possible
scenarios that may be encountered in healthcare
settings where hazardous drugs are handled.
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Section 2. List of Hazardous Drugs

Box 1: Containment Requirements

* Drugs on the NIOSH list that must follow the requirements in this chapter include:
o Any HD API
o Any antineoplastic requiring HD manipulation

* Drugs on the NIOSH list that do not have to follow all the containment requirements of this chapter if an assessment of risk is performed and implemented
include:

o Final dosage forms of compounded HD preparations and conventionally manufactured HD products, including antineoplastic dosage forms that do not
require any further manipulation other than counting or repackaging (unless required by the manufacturer)

* For dosage forms of other HDs on the NIOSH list, the entity may perform an assessment of risk to determine alternative containment strategies and/work
practices

Active pharmaceutical ingredient (API): Any substance or mixture of substances
intended to be used in the compounding of a drug preparation, thereby becoming
the active ingredient in that preparation and furnishing pharmacological activity or
other direct effect in the diagnosis, cure, mitigation, freatment, or prevention of
disease in humans and animals or affecting the structure and function of the body.
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Section 2. List of Hazardous Drugs

» If an assessment of risk (AOR) is not performed, all HDs must be handled
with all containment strategies defined in this chapter.
» If an AOR is performed:
= Must document what alternative containment strategies and/or
work practices are being employed for specific dosage forms to
minimize occupational exposure
= Must be reviewed at least every 12 months and the review
documented.
» The assessment of risk must, at a minimum, consider the following:
= Type of HD (e.g., antineoplastic, non-antineoplastic, reproductive risk
only)
= Dosage form
= Risk of exposure
= Packaging
= Any manipulation that might be required
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Section 3. Types of Exposure

Table 1. Examples of Potential Opportunities of Exposure Based on Activity

Activity Potential Opportunity of Exposure
Receipt Contacting HD residues present on drug containers, individual dosage units, outer containers, work surfaces, or floors
Dispensing Counting or repackaging tablets and capsules

Compounding and other
manipulations

Crushing or splitting tablets or opening capsules

Pouring oral or topical liquids from one container to another
Weighing or mixing components

Constituting or reconstituting powdered or lyophilized HDs
Withdrawing or diluting injectable HDs from parenteral containers
Expelling air or HDs from syringes

Contacting HD residue present on PPE or other garments

Deactivating, decontaminating, cleaning, and disinfecting areas contaminated with or suspected to be contaminated with
HDs

Maintenance activities for potentially contaminated equipment and devices

Administration

Generating aerosols during administration of HDs by various routes (e.g., injection, irrigation, oral, inhalation, or topical
application)

Performing certain specialized procedures (e.g., intraoperative intraperitoneal injection or bladder instillation)

Priming an IV administration set

Patient-care activities

Handling body fluids (e.g., urine, feces, sweat, or vomit) or body-fluid-contaminated clothing, dressings, linens, and other
materials

Spills Spill generation, management, and disposal
Transport Moving HDs within a healthcare setting
Waste Collection and disposal of hazardous waste and trace contaminated waste
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Section 4. Responsibllities of Personnel
Handling Hazardous Drugs

» Designated person who is qualified and trained to be

responsible for:

=  Developing and implementing appropriate procedures;

= QOverseeing compliance with this chapter and other applicable laws,
regulations, and standards;

= Ensuring competency of personnel;

= Ensuring environmental control of the storage and compounding areas.

> Thoroughly understands:
Rationale for risk-prevention policies,
= Risks fo themselves and others,
= Risks of noncompliance that may compromise safety,
= The responsibility to report potentially hazardous situations to the
management team.

» Responsible for the oversight of monitoring the facility and
maintaining reports of testing/sampling performed in
facilities and acting on the results.
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Section 5. Facilities and Engineering Conftrols

» HDs must be handled under conditions that promote patient
safety, worker safety, and environmental protection.

» Signs designating the hazard must be prominently displayed
before the entrance to the HD handling areas.

» Access to areas where HDs are handled must be restricted to
authorized personnel to protect persons not involved in HD
handling.

HD handling areas must be located away from breakrooms and

refreshment areas for personnel, patients, or visitors to reduce risk of
exposure.
» Designated areas must be available for:
Receipt and unpacking
= Storage of HDs
Nonsterile HD compounding
= Sterile HD compounding
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Section 5. Facilities and Engineering Controls
5.1 Receipt/Unpacking

» Anfineoplastic HDs and all HD APIs must be
unpacked in an area that is:
= Neutral/normal or negative pressure
relative to the surrounding areas.
» HDs must not be unpacked in:
= Sterile compounding areas
= Positive pressure areas
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Section 5. Facllities and Engineering Controls

5.2 Storage

» Storage of HDs:
Stored in a manner to prevent spillage/breakage if falls
Not on floor

» Antineoplastic HDs (requiring manipulation) and all HD
APIs:

= Stored separately from non-HDs
= Stored in an externally ventilated, negative-pressure room with af
least 12 air changes per hour (ACPH).
= Refrigerated antineoplastic HDs:
» Stored in a dedicated refrigerator in a negative pressure area
with atf least 12 ACPH.

» Non-antineoplastic, reproductive risk only, and final

dosage forms of antineoplastic HDs:
May be stored with other inventory.




www.pharmacy.ca.gov

Section 5. Facllities and Engineering Controls

5.2 Storage

» Can sterile and nonsterile HDs be stored

together?

= Yes

= However, HDs used for nonsterile compounding
should not be stored in areas designated for
sterile compounding (fo minimize traffic flow)
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Section 5. Facllities and Engineering Controls

5.3 Compounding (Engineering Controls)

» Containment primary engineering control (C-PEC)
= Ventilated device to minimize worker and
environmental HD exposure

> Must operate continuously if it supplies some or all of the

negative pressure in the C-SEC or if it is used for sterile
compounding.

» Containment secondary engineering control (C-SEC)
= The room in which the C-PEC is placed, which must be

(for sterile/nonsterile compounding):

> Externally vented (doesn’t have to be vented through HEPA
filtration)

> Physically separated (a different room from other areqs)

» Have an appropriate air exchange (ACPH)

» Have a negative pressure between 0.01 and 0.03 inches of water
column relative to all adjacent areas.
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Section 5. Facilities and Engineering Controls
5.3 Compounding (Engineering Controls)

» Supplemental engineering controls:

= Closed-system drug-transter device (CSTD) are
adjunct conftrols to offer additional levels of
protection.

» In addition:
= Sink must be available for hand washing.
= An eyewash station must be readily available.

= Water sources and drains must be located at least
1 meter away from the C-PEC.
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Section 5. Facilities and Engineering Controls
5.3 Compounding (Engineering Controls)

» For entities that compound both nonsterile

and sterile HDs:

« C-PECs must be placed in separate rooms, unless
C-PECs used for nonsterile compounding are
sufficiently effective that the room can
confinuously maintain ISO 7 classification
throughout the nonsterile compounding activity.

= |f In the same room, they must be placed at least
1 meter apart and particle-generating activity
must not be performed when sterile
compounding is in pProcess.
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Section 5. Facillities and Engineering Contro

5.3.1 Nonsterile Compounding

» Must also follow the standards in USP <795>

» C-PEC is not required if manipulations are limited to handling of final
dosage forms (e.g., counting or repackaging of tablets and capsules)
that do not produce particles, aerosols, or gasses.

» C-SEC surfaces of ceilings, walls, floors, fixtures, shelving, counters, and
cabinets in the nonsterile compounding area must be smooth,
impervious, free from cracks and crevices, and non-shedding.

Table 2. Engineering Controls for Nonsterile HD Compounding

C-PEC C-SEC Requirements

¢ Externally vented
* 12 ACPH

* Externally vented (preferred) or redundant-HEPA filtered in series * Negative pressure between 0.01 and 0.03 inches of water column relative
¢ Examples: CVE, Class | or Il BSC, CACI to adjacent areas
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Section 5. Facilities and Engineering Controls
5.3.1 Nonsterile Compounding

» Can C-PEC used for sterile compounding

be used for nonsterile HD compounding?

= Yes (occasionally)

= Must be decontaminated, cleaned, and
disinfected before resuming sterile
compounding
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5.3.2 Sterile Compounding

lities and Engineering Controls

» Must also follow the standards in USP </97>

Table 3. Engineering Controls for Sterile HD Compounding

Configuration

C-PEC

C-SEC

Maximum BUD

ISO Class 7 buffer room with an 1SO
Class 7 ante-room

¢ Externally vented
¢ Examples: Class Il BSC or CACI

Externally vented
30 ACPH
Negative pressure between

0.01 and 0.03 inches of water col-
umn relative to adjacent areas

As described in (797)

Unclassified C-SCA

s Externally vented
e Examples: Class Il BSC or CACI

Externally vented

12 ACPH

Negative pressure between

0.01 and 0.03 inches of water col-
umn relative to adjacent areas

As described in (797 for
CSPs prepared in a segregated
compounding area
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Section 5. Facillities and Engineering Con’rg
5.3.2 Sterile Compounding

» Can a C-PEC used for compounding
HDs be used for compounding non-
HD?

« Must not be used for the preparation of

a non-HD unless:

» Non-HD is placed intfo a protective outer wrapper
during removal from the C-PEC and is labeled to
require PPE handling precautions.

> All associated materials and wrappers should be
discarded as HD waste because the preparation and
associated materials have potentially been
contaminated by exposure to HDs.
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CLASS 1l BSCs

Class Il, Type A2 Class Il, Type B1 f f

r In-flow 7O Recirculated 0
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Section 5. Facllities and Engineering Controls

5.3.2 Sterile Compounding

> C SEC: (Cleanroom)
= Externally vented
= Fixed walls
= Minimum of 30 ACPH of HEPA-filtered supply air
= Air quality of ISO Class 7 or better
= Negative pressure between 0.01 and 0.03 inches of water
column relative to all adjacent areas

> C SEC (Anteroom)

Fixed walls

= Minimum of 30 ACPH of HEPA-filtered supply air

= Positive pressure of at least 0.02 inches of water column relative
to all adjacent unclassified areas

= Air quality of ISO Class 7 or better

= Hand-washing sink must be placed in the ante-room at least 1
meter from the entrance to the HD buffer room
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Section 5. Facilities and Engineering Confrols
5.3.2 Sterile Compounding

» |[F HD buffer room entered through the positive-
pressure non-HD buffer room, the following is also

required: (Not a recommended facility design)

= Line of demarcation must be defined within the
negative-pressure buffer room for donning and doffing
PPE.

= Method to transport HDs, HD CSPs, and HD waste into
and out of the negative pressure buffer room to
minimize the spread of HD contamination.

> If using a pass-through chamber (hegative pressure buffer

area and adjacent space).

- Must be included in the facility's certification (particles and
pressure)

- Refrigerator pass-through must not be used.
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Section 5. Facilities and Engineering Confrols
5.3.2 Sterile Compounding

» Containment Segregated Compounding

Area (C-SCA)must have:

= Fixed walls

= Negative pressure between 0.01 and 0.03
inches of water column relative to all adjacent
areaqs,

= 12 ACPH

= Externally vented

= Hand-washing sink must be placed at least 1

meter from C-PEC
> Either inside the C-SCA or directly outside the C-SCA.
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Section 5. Facilities and Engineering Conftrols
5.4 Containment Supplemental Engineering Controls

» Closed-system drug-transfer device (CSTD): A drug-fransfer
device that mechanically prohibits the fransfer of environmental
contaminants into the system and the escape of HD or vapor
concenftrations outside the system.

» CSTD:

= May limit the potential of generating aerosols during
compounding.

= Must not be used as a substitute for a C-PEC when compounding.

= Should be used when compounding HDs when the dosage form
allows.

= Must be used when administering antineoplastic HDs when the
dosage form allows.

= CSTDs known to be physically or chemically incompatible with @
specific HD must not be used for that HD.
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Section 5. Facillities and Engineering Con’rg
5.4 Containment Supplemental Engineering Controls

https://www.pppmag.com/article/2496
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Section 6. Environmental Quality and Control

Environmental wipe sampling for HD surface residue should be

performed routinely.
» Surface wipe sampling should include:
= Interior of the C-PEC and equipment contained in it
Pass-through chambers
Surfaces in staging or work areas near C-PEC
Areas adjacent to C-PECs (floors, staging, and dispensing areaq)
Areas immediately outside the HD buffer room or the C-SCA
Patient administration areas
> Common marker HDs that can be assayed include
cyclophosphamide, ifosfamide, methotrexate, fluorouracill,
and platinum-containing drugs.
= Example of measurable contamination: cyclophosphamide levels

>1.00 ng/cm2,
If any measurable contamination is found, the designated person
must idenftify, document, and contain the cause of

contamination.
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Section 7. Personal Protective Equipmeh’r

» PPE required for compounding HDs:
= Chemo Gowns
= Head cover
= Hair cover
= Shoe cover
= Chemotherapy gloved (two pairs)

» The entity must develop SOPs for PPE based on the
risk of exposure and activities performed.

» Appropriate PPE must be worn when handling HDs
INncluding during: Receipt, Storage, Transport,
Compounding, Administration,
Deactivation/decontamination, Cleaning and
Disinfecting, Spill control, Waste disposal.
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Section 7. Personal Protective Equipment

» Gloves:

Must meet American Society for Testing and Materials (ASTM) standard D6978
Should be worn for handling all HDs

Must be powder-free

Must be inspected for physical defects before use.

For sterile compounding:

> The outer chemotherapy gloves must be sterile

> Should be changed every 30 minutes

> Must be changed when torn, punctured, or contaminated

» Gowns:

Must be disposable and shown to resist permeability by HDs

Must be selected based on the HDs handled

Must close in the back (i.e., no open front), be long sleeved, and have closed
cuffs that are elastic or knit

Must not have seams or closures that could allow HDs to pass through

Must be changed per the manufacturer's information for permeation of the
gown. If no information - every 2-3 hours or after a spill.

Must not be worn to other areas to avoid spreading HD contamination
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Section 7. Personal Protective Equipment

» Head, Hair, Shoe, and Sleeve Covers:
= When compounding HDs, a second pair of
shoe covers must be donned before entering
glf%%C—SEC and doffed when exiting the C-
= Shoe covers worn in HD handling areas must
not be worn to other areas.
» Eye and Face Protection:
= Must be worn when there is a risk for spills or
splashes of HDs or HD waste materials when
working outside of a C-PEC.
= Goggles must be used when eye protection is
needed.
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Section 7. Personal Protective Equipment

» Respiratory Protection:
= Surgical masks must not be used when respiratory protection is
required.
= For most activities, a fit-tested NIOSH-certified N95 respirator or
more is sufficient to protect against airborne particles.
> No protection against gases and vapors and little protection against
direct liquid splashes
= Appropriate full-facepiece, chemical cartridge-type respirator
or powered air-purifying respirator (PAPR) should be worn when
there is a risk of respiratory exposure to HDs, including when:
> Aftending to HD spills larger than what can be contained with a spill
kit
» Deactivating, decontaminating, and cleaning underneath the work
surface of a C-PEC
» There is a known or suspected airborne exposure to powders or
Vapors
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Section 7. Personal Protective Equipme‘n’r

Powered Air-Purifying Respirator

Full-Face Mask
with Chemical

Cartridge-Type 0 b
Respirator ‘
'r-
[ 4

https:.//www.pppmag.com/article/2253/2search=chemical%20cartridge-type%20respirator
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Section 7. Personal Protective Equipment

» Disposal of Used Personal Protective EqQuipment
= Consider all PPE worn when handling HDs to be
contaminated with, at minimum, tfrace quantities of
HDs.
= All PPE worn during compounding to be disposed of in
the proper waste container before leaving the C-SEC.

= Chemotherapy gloves and sleeve covers worn during
compounding must be carefully removed and
discarded immediately into a waste container
approved for frace contaminated waste inside the C-
PEC or contained in a sealable bag for discarding
outside the C-PEC.
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Section 8. Hazard Communication Program

» Required to establish P&Ps that ensure worker safety during all aspects of HD
handling.

» Must develop SOPs to ensure effective training regarding proper labeling,
transport, storage, and disposal of the HDs and use of Safety Data Sheets (SDS),
based on the Globally Harmonized System of Classification and Labeling of
Chemicals (GHS).

» Elements of the hazard communication program plan must include:

= Written plan that describes how the standard will be implemented

= All containers of hazardous chemicals must be labeled, tagged, or marked with the
identity of the material and appropriate hazard warnings

= Must have an SDS for each hazardous chemical they use (29 CFR 1910.1200)

= Must ensure that the SDSs for each hazardous chemical used are readily accessible to
personnel during each work shift and when they are in their work areas

= Personnel who may be exposed to hazardous chemicals when working must be
provided information and training before the initial assignment to work with a
hazardous chemical, and also whenever the hazard changes

= Personnel of reproductive capability must confirm in writing that they understand the
risks of handling HDs
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Section 9. Personnel Training

Must be trained based on their job functions.

ﬁ/\gs’r occur pbefore the employee independently handles
S.

Competency must be reassessed at least every 12

months.

Must be trained prior to the infroduction of a new HD or

new equipment and prior 1o a new or significant change

iIn process or SOP.

All tfraining and competency assessment must be

documented.

The fraining must include aft least the following:

Overview of entity's list of HDs and their risks

Review of the entity's SOPs related to handling of HDs

Proper use of PPE

Proper use of equipment and devices (e.g., engineering controls)
Response to known or suspected HD exposure

Spill management

Proper disposal of HDs and trace-contaminated materials
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Section 10. Receiving

Should be received from the supplier in impervious plastic to
segregate them from other drugs

Must be delivered to the HD storage area immediately after
unpacking.

PPE, including chemotherapy gloves, must be worn when unpacking
HDs.

A spill kit must be accessible in the receiving area.

The entity must enforce policies that include a fiered approach,
starting with visual examination of the shipping container for signs of
damage or breakage (e.g., visible stains from leakage, sounds of
broken glass).

Damaged shipping containers should preferably be fransported to @

C-PEC designated for nonsterile compounding.
Considered spills and must be reported to the designated person and
managed.
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Section 10. Receiving

Table 4. Summary of Requirements for Receiving and Handling Damaged HD Shipping Containers

If the shipping container
appears damaged

Seal container without opening and contact the supplier

If the unopened package is to be returned to the supplier, enclose the package in an impervious container and label the
outer container "Hazardous"

If the supplier declines return, dispose of as hazardous waste

If a damaged shipping
container must be opened

Seal the container in plastic or an impervious container

Transport it to a C-PEC and place on a plastic-backed preparation mat

Open the package and remove undamaged items

Wipe the outside of the undamaged items with a disposable wipe

Enclose the damaged item(s) in an impervious container and label the outer container "Hazardous"
If the supplier declines return, dispose of as hazardous waste

Deactivate, decontaminate, and clean the C-PEC (see Deactivating, Decontaminating, Cleaning, and Disinfecting) and discard
the mat and cleaning disposables as hazardous waste
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Section 11. Labeling, Packaging, Transpor

and Disposal

Labeling

» HDs identified must be clearly labeled at all times during their tfransport.

» Personnel must ensure that the labeling processes for compounded preparations do not
introduce contamination into the non-HD handling areas.

Packaging

» Must select and use pockoging? containers and materials that will maintain physical
integrity, stability, and sterility (if needed) of the HDs during fransport.

» Must protect the HD from damage, leakage, contamination, and degradation, while
protecting healthcare workers who transport HDs.

» Must have written SOPs to describe appropriate shipping containers and insulating
materials

Transport

» Must be labeled, stored, and handled in accordance with applicable federal, state, and
local regulations.

» Must be in containers that minimize the risk of breakage or leakage.

» Must ensure that labels and accessory labeling for the HDs include storage instructions,
disposal instructions, and HD category information in a format that is consistent with the
carrier’s policies

Disposal

» All personnel performing custodial waste removal and cleaning activities must be trained
in appropriate procedures

» Disposal of all HD waste, including, but not limited to, unused HDs and trace-
contaminated PPE and other materials, must comply with all applicable federal, state,
and local regulations.
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Section 12. Dispensing Final Dosage Forms

» HDs that do not require any further manipulation, other than
counting or repackaging of final dosage forms, may be
prepared for dispensing without any further requirements for
containment unless required by the manufacturer or if visual
indicators of HD exposure hazards are present (e.g., HD dust or
leakage).

» Clean equipment should be dedicated for use with HDs and
should be decontaminated after every use.

» Tablet and capsule forms of antineoplastic HDs must not be
placed in automated counting or packaging machines.
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Section 13. Compounding

Must be compliant with the appropriate USP standards for

compounding including <795> and <797>.

Must be done in proper engineering controls.

When compounding HD preparations in a C-PEC, a plastic-backed

preparation mat should be placed on the work surface of the C-PEC.
The mat should be changed immediately if a spill occurs and regularly during
use and should be discarded at the end of the daily compounding activity.

Equipment for compounding (such as mortars and pestles, and spatulas) must
be dedicated for use with HDs.

Bulk containers of liquid and APl HD must be handled carefully to avoid
spills.

APIs or other powdered HDs must be handled in a C-PEC to protect
against occupational exposure, especially during particle-generating
activities.
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Section 14. Administering

Must be administered safely using protective medical devices and
techniques.
Protective medical devices: needleless and closed systems.
Protective tfechniques: spiking or priming of IV tubing with a non- HD solution
in a C-PEC and crushing tablets in a plastic pouch.

Appropriate PPE must be worn when administering HDs.

PPE must be removed and disposed of in a waste container approved
for frace contaminated HD waste at the site of drug administration.
Equipment (such as tubing and needles) and packaging materials must
be disposed of properly, such as in HD waste containers, after
administration.

CSTDs must be used for administration of anfineoplastic HDs when the
dosage form allows. Techniques and ancillary devices that minimize the
risk posed by open systems must be used when administering HDs
through certain routes.

If HD dosage forms do require manipulation such as crushing tablet(s) or
opening capsule(s) for a single dose, personnel must don appropriate
PPE and use a plastic pouch to contain any dust or particles generated.
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Section 15. Deactivating, Decon’rqminq’rirg

Cleaning, and Disinfecting

All areas where HDs are handled and all reusable equipment and
devices must be deactivated, decontaminated, and cleaned.

Sterile compounding areas and devices must be subsequently disinfected.
P&Ps for cleaning must include procedures, agents used, dilutions (if
used), frequency, and documentation requirements.
Approprlo’re PPE:

Resistant to the cleaning agents used

Two pairs of chemotherapy gloves

Impermeable disposable gowns

Eye protection and face shields must if splashing is likely

Respiratory protection must be used, if warranted

Agen’rs used for deactivation, decontamination, and cleaning should be
applied through the use of wipes wetted with appropriate solution.

All disposable materials must be discarded to meet EPA regulations and
the entity's policies.

Perform cleaning in areas that are sufficiently ventilated.
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15. Deactivating, Decontaminati

Cleaning, and Disinfecting

Table 5. Cleaning Steps

Cleaning Step

Purpose

Example Agents

Deactivation

Render compound inert or inactive

As listed in the HD labeling or other agents which
may incorporate Environmental Protection Agency
(EPA)-registered oxidizers (e.g., peroxide formula-
tions, sodium hypochlorite, etc.)

Decontamination

Remove HD residue

Materials that have been validated to be effective for
HD decontamination, or through other materials
proven to be effective through testing, which may
include alcohol, water,
peroxide, or sodium hypochlorite

Cleaning

Remove organic and inorganic material

Germicidal detergent
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Section 15. Deactivating, Decontaminati

Cleaning, and Disinfecting

Deactivation

» Renders a compound inert or inactive.

» Residue must be removed by decontaminating the surface.

» There is no one proven method for deactivating all compounds. (EPA-registered oxidizing
agents that are appropriate for the infended use)

Decontamination

» Inactivating, neutralizing, or physically removing HD residue and transferring it to
absorbent, disposable materials (e.g., wipes, pads, or towels) appropriate to the area
being cleaned.

» The work surface of the C-PEC must be decontaminated between compounding of
different HDs.

» The C-PEC must be decontaminated at least daily, any time a spill occurs, before and
after cder’rifico’rion, any fime voluntary interruption occurs, and if the ventilation tool is
moved.

, » areas under the work tray must be deactivated, decontaminated, and cleaned at least monthly
Cleaning

» A process that results in the removal of contaminants (e.g., soil, microbial contamination,
HD residue) from objects and surfaces using water, detergents, surfactants, solvents,
and/or other chemicals.

» Cleaning agents used on compounding equipment should not introduce microbial
contamination.

Disinfection
» A process of inhibiting or destroying microorganisms.
» Must be done for areas intended to be sterile, including the sterile compounding areas.
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Section 16. Spill Control

SPILL CONTROL

>
>
>
>
>
>
>
>
>

Personnel must receive proper training in spillmanagement and the use of PPE and
NIOSH-certified respirators.

Spills must be contained and cleaned immediately by qualified personnel with
appropriate PPE.

Qualified personnel must be available at all fimes while HDs are being handled.

Signs must be available for restricting access to the spill area.

Spill kits must be readily available in all areas where HDs are handled.

All spill materials must be disposed of as hazardous waste.

The circumstances and management of spills must be documented.

Personnel potentially exposed during the spill or spill clean up or who have direct skin or
eye contact with HDs require immediate evaluation.

Non-employees exposed to an HD spill should follow entity policy, which may include
reporting to the designated emergency service for initial evaluation and completion of
an incident report or exposure form.

SOPs must:
Be developed to prevent spills and to direct the clean up of HD spills.
Address the size and scope of the spill and specify who is responsible for spill management and
the type of PPE required.
Address the location of spill kits and clean-up materials as well as the capacity of the spill kit.
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Section 1/7. Documentation and Standar

Operating Procedures

» SOPs must be reviewed (and documented) at least every 12 months
> SOPs should include:
Hazard communication program
Occupational safety program
Designation of HD areas
Receipt
Storage
Compounding
Use and maintenance of proper engineering conftrols
Hand hygiene and use of PPE based on activity
Deactivation, decontamination, cleaning, and disinfection
Dispensing
Transport
Administering
Environmental monitoring
Disposal
Spill control
Medical surveillance
> Personnel who transport, compound, or administer HDs must document their
training according to OSHA standards (OSHA Standard 1910.120) and other
applicable laws and regulations.
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Section 18. Medical Survelllance

» Medical surveillance is part of a comprehensive exposure control
program complementing engineering conftrols, safe work processes,
and use of PPE. Healthcare workers who handle HDs as a regular part
of their job assignment should be enrolled in a medical surveillance
program.
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Questions
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Title 16. Board of Pharmacy
Proposed Regulation

Proposal to Add Article 4.7 and add new titles and section 1737 - 1737.18 to
Division 17 or Title 16 of the California Code of Regulations to read as follows:
Article 4.7 Hazardous Drugs

1737 Handling of Hazardous Drugs

In addition to the standards established by United States Pharmacopeia (USP)
General Chapter 800 (USP Chapter 800), titled Hazardous Drugs — Handling in
Healthcare Setting shall meet the requirements of this Article.

A licensee performing non-sterile and sterile HD compounding shall comply with
this article in addition to Article 4.5 and Article 4.6.

1737.1 Introduction and Scope
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

In addition to providing consultation in compliance with section 1707.2,
consultation shall be provided to the patient and/or patient’'s agent concerning
on handling and disposal of an HD or related supplies furnished.

1737.2 List of Hazardous Drug
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) If an assessment of risk is performed as allowed in USP Chapter 800, it shall be
performed or approved and documented at least every 12 months by the
designated person and the pharmacist-in-charge, professional director of a
clinic, or designated representative-in-charge, as applicable.

(b) The facility’s list of HDs must be reviewed and approved by the designated
person and the pharmacist-in-charge, professional director of a clinic, or
designated representative-in-charge, as applicable. Approval shall be
documented at least every 12 months.

(c) "Designated person” is a single individual approved by the pharmacist-in-
charge to be responsible and accountable for the performance and operation
of the facility and personnel as related to the handling of hazardous

drugs. Nothing in this definition allows for the designated person to exceed the
scope of theirissued license. When the designated person is not a pharmacist,




the Pharmacist-in-Charge (PIC) must review all practices related to the
operations of the facility that require professional judgement.

1737.3 Types of Exposure
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

Each entity shall ensure that all employees are aware of the types of risks of HD
exposures that may occur as documented in the Chapter. This shall be
documented in SOPs and training documents.

1737.4 Responsibilities of Personnel Handling Hazardous Drugs
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

The Pharmacist-in-charge, designated representative-in-charge, professional
director, as applicable shall be responsible for all activities and decisions made
or approved by the designated person.

1737.5 Facilities and Engineering Controls
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) HDs used for nonsterile compounding shall not be stored in areas designated
for sterile compounding to minimize traffic into the sterile compounding areaq.

(b) When a containment primary engineering control (C-PECs), used for
nonsterile and sterile HDs is placed in the same room, biannual certification must
document that the room can continuously maintain ISO 7 classification
throughout the nonsterile compounding activity. Specific standard operating
procedures (SOPs) shall be written to address the maintenance of the ISO 7
classification.

(c) Handling volatile HDs:

(1) HEPA filters shall not be the only means of containment used.

(2) for sterile compounding, a biological-safety cabinet (BSC) as defined in USP
Chapter 800 Class Il Type Al shall not be used.

(d) Where a pass-through is installed in a containment SEC the doors must be
gasketed and interlocking. Effective January 1, 2024, all pass-through doors




shall be a HEPA purge type pass-through vented to an unclassified space. A
pass-through is not allowed between the containment SEC into an unclassified

space.

(e) Facility room pressure monitoring equipment shall be placed consistent with CETA
Guidelines CAG-003:2022. SOPs shall address corrective and remedial actions in
the event of pressure differentials and air changes per hour excursions.

(f) Containment Supplemental Engineering Controls (CSTDs) shall not be used to
extend the in-use time, BUD, or expiration of any manufactured product or HD
CSP.

(g) CSTDs shall be used when compounding antineoplastic HDs when the
dosage form allows.

1737.6 Environmental Quality and Control

The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) An entity’s SOPs shall address environmental wipe sampling for HD surface
residue, its frequency, areas of testing, levels of measurable contamination, and
actions when those levels are exceeded.

(b)When actionable contamination is found, at minimum the following shall
oCcCur:
(1) Reevaluate work practices
(2) Reevaluate the appropriateness of deactivation, decontamination and
cleaning agents
(3) Re-train personnel on deactivation, decontamination and cleaning
(4) Re-train personnel on donning and doffing appropriate PPEs

1737.7 Personal Protective Equipment (PPE)

The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) Two pairs of gloves labeled to meet the ASTM D-6978 standard shall be worn
for handling HD waste, cleaning HD spills, and performing routine cleaning in HD
areas.

(b) The outer pair of gloves labeled to meet the ASTM D-6978 standard
chemotherapy gloves shall be changed every 30 minutes during compounding
unless otherwise recommended by the manufacturer’'s documentation.
Documentation from the manufacturer shall be readily retrievable. For sterile
compounding both pairs of gloves labeled to meet the ASTM D-6978 standard
chemotherapy gloves shall be sterile.




(c) Outer gloves used for compounding must be changed between each
different type of HD preparation and the standards established in Chapter 800 if
continuously compounding a single HD preparation. The facilities SOPs shall
define the circumstances under which the gowning and gloves must be
changed between HD handling/preparations.

(d) PPE shall be removed cautiously to avoid transferring contamination to skin,
the environment, and other surfaces. PPE worn during compounding shall be
disposed of in the proper waste container before leaving the C-SEC. SOPS must
be in place which describe in detail the donning and doffing of PPE and where
it takes place in the C-SEC.

(e) An appropriate full-facepiece, chemical cartridge-type respirator or
powered air-purifying respirator (PAPR) shall be worn when there is a risk of
respiratory exposure to HDs, including when:
(1) Attending to HD spills larger than what can be contained with a spill kit
(2) Deactivating, decontaminating, and cleaning underneath the work
surface of a C-PEC
(3) There is a known or suspected dirborne exposure to powders or vapors.

1737.8 Hazard Communication Program
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

The designated person is responsible for developing the entity's hazardous
communication program. The program shall be documented in SOPs and
tfraining documents.

1737.9 Personnel Training
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) Any person assigned to provide the training specified in this section shall
have demonstrated competency in the skills in which the person will provide
training or observe and measure competency described in the facilities SOPs as
referenced in section 1737.17. Documentation must be maintained
demonstrating compliance.




(b) Personnel of any facility responsible for handling HD who fail any aspect of
training in handling HDs, shall not be involved in handling HDs until after
successfully passing reevaluations in the deficient area(s), as detailed in the
facility’'s SOPs. A person with only direct oversight over personnel who fails any
aspect of handling HD and ongoing fraining and competency evaluation, may
continue to provide only direct oversight for no more than 14 days while
applicable handling HD ongoing training and competency evaluation results
are pending.

1737.10 Receiving
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

All HD APl and antineoplastic HD shall be received from the supplier in
segregated impervious plastic and labeled as HD on the outside of the delivery
container.

1737.11 Labeling, Packing, Transport and Disposal
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) Any compounded HD preparation dispensed to a patient or readied for
dispensing to a patient shall also include on the label the information required
by Business and Professions Code section 4076 and section 1707.5.

(b) All HD APl and antineoplastic HDs shall be transported in impervious plastic
container and labeled as HD on the outside of the container.

1737.12 Dispensing Final Dosage Form
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

Equipment used in nonsterile compounding shall be dedicated for use with HDs
and shall be decontaminated after each use.

1737.13 Compounding
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) A preparation mat shall be placed on the work surface of the C-PEC when
compounding HD preparations. Where the compounding is a sterile
preparation, the preparation mat shall be sterile. The preparation mat shall be




changed immediately if a spill occurs, after each type of HD and at the end of
daily compounding activity.

(b) Only one HD drug may be handled in a C-PEC at one time if making multiple
preparations.

1737.14 Administering
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) When dispensing an HD to a patient or caregiver for administration, the
pharmacy shall attach and prime all tubing, attach a CSTD when appropriate,
and place the HD in a decontaminated impervious plastic container with an HD
label on the outside of the container.

(b) There shall be a sufficient supply of gloves to allow for appropriate
administration, handling, and disposal of HD drugs by the patient or the
patient’s agent when dispensing an antineoplastic HD. The gloves shall meet
the ASTM D-6978 standard.

1737.15 Deactivation, Decontamination, Cleaning, and Disinfecting
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) Deactivating, decontaminating, cleaning, disinfecting and sporicidal agents
shall be used in accordance with manufacturers' specifications and shall be
surface compatible.

(b) Agents used for deactivation, decontamination, cleaning and disinfecting
all areas and equipment involved in HD handling shall be applied through the
use of wipes wetted with appropriate solution and shall not delivered by a spray
bottle to avoid spreading HD residue.

(c) SOPs for decontamination and deactivation procedures for the final HD
product shall be created by the entity in accordance with the entity’'s SOPs and
approved by the pharmacist-in-charge, professional director of a clinic,
designated representative-in-charge, as applicable.

1737.16 Spill Control
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) The entity shall have an SOP addressing the use of appropriate full-
facepiece, chemical cartridge-type respirators if the capacity of the spill kit is




exceeded or if there is known or suspected dirborne exposure to vapors or
gases.

(b) The entity shall maintain a list of properly trained and qudlified personnel
able to clean up an HD spill. An SOP shall outline how a qualified personal will be
available at all fimes while HDs are handled.

1737.17 Documentation and Standard Operating Procedures
The requirements of this section apply to the handling of HDs in addition to the
standards in USP Chapter 800.

(a) Any entity engaged in the compounding or handling of HDs shall maintain
and follow written SOPs.

(b) The SOPs for compounding or handling HDs shall include at least the
following:

(1) Hazard communication program

(2) Occupational safety program

(3) Designation of HD areas

(4) Receipt

(5) Storage
(6) Compounding, if applicable

(7) Use and maintenance of proper engineering confirols (e.g., C-PECs, C-
SECs, and CSTDs), if applicable

(8) Hand hygiene and use of PPE based on activity (e.q., receipt, tfransport,
compounding, administration, spill, and disposal), if applicable

(?) Deactivation, decontamination, cleaning, and disinfection

(10) Dispensing, if applicable

(11) Transport

(12) Administering, if applicable

(13) Environmental monitoring (e.g., wipe sampling)

(

(

(

14) Disposal
15) Spill control
16) Medical surveillance

(c) The pharmacist-in-charge, professional director of a clinic, designated
representative-in-charge, as applicable, shall work with the entity’s designated
person to ensure HD handling SOPs are reviewed at least every 12 months and
this review is documented.

(d) SOPs shall be updated whenever changes are implemented. Such changes
shall be disseminated in writing to the staff responsible for handling HDs prior to
implementation. All notifications of such changes and the changes shall be
documented in SOPs and training documents.




(e) Failure to follow written SOPs shall constitute a basis for enforcement action.

1737.18 Medical Surveillance
The requirements of this section apply to the handling of HDs in addition to the

standards in USP Chapter 800.

Elements of a medical surveillance program shall be consistent with the entity’s
Human Resource policies and employees handling HDs must be aware of the

program.
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CALIFORNIA®
/ VETERINARY

MEDICAL

ASSOCIATION

1400 River Park Drive, Suite 100
Sacramento, CA 95815-4505

March 9, 2023 916-649-0599
fax 916-646-9156

Maria D. Serpa, PharmD staff@cvma.net

Chair, Enforcement and Compounding Committee www.cvma.net

California Board of Pharmacy
2720 Gateway Oaks Drive, Suite 100
Sacramento, CA 95833

RE: Comments on Board of Pharmacy Discussion, Consideration and Possible Action on
Proposed Changes to Regulations Related to Pharmaceutical Compounding of
Nonsterile Preparations

Dear Dr. Serpa:

The California Veterinary Medical Association (CVMA), representing over 7,800 veterinarians,
registered veterinary technicians, and veterinary students, is requesting for a second time that
your Board review California Code of Regulations, Title 16 (16 CCR), section 1735.2(c)(3) and
grant our request to increase the amount of stock that 503A compounding pharmacies can
prepare in anticipation of veterinarian needs for in-office administration and dispensation.

We submitted the attached letter for your consideration at your February 15, 2023 Compounding
and Enforcement Committee meeting. Our request was considered but declined on the stated
basis that there are no problems with obtaining compounded medications for veterinary use
under the current regulation.

Attached please find a survey of our membership that we recently circulated in our weekly
electronic newsletter. In that survey, we asked two questions of our members:

1) Has your practice experienced difficulties in locating medications (either FDA-approved
or compounded) during the past year?

89.5% of respondents said Yes. We then asked for examples, which are provided in the
survey responses attached.

2) When ordering a patient-specific compounded medication, have you or your clients had
to wait more than five days to receive it?

88% of respondents said Yes.
To further clarify our request: at the time that Section 1735.2(c)(3) was passed, it was anticipated
that a compounding pharmacist could provide medication upon receipt of a patient-specific

prescription in four days, and then permit one day for shipping. Thus, an average of 120-hours
per patient of compounded preparation was permitted for pharmacists to prepare in advance for

Pursuing Excellence In The Veterinary Profession



veterinarians to have on hand in order to meet patient needs. To that end, the CVMA would like
to request for a second time that the Board of Pharmacy increase the average supply of
medication that a pharmacy can prepare in advance to a seven-day average supply per patient,
based on anticipated needs as identified by the veterinarian. Accordingly, the CVMA proposes
the following specific wording change to Section 1735.2(c)(3):

Is sufficient for administration or application to patients solely in
the prescriber's office, or for furnishing of not more than a 120-
heur seven day supply per animal patient for veterinarian

prescribers veterinary-medical-practices, solely to the veterinarian

prescrlber sown vete#macpy patlents seen-as-part-ofregular
, as fairly estimated by the

veterinarian prescriber in ant|C|pat|on of their patient needs and
documented on the purchase order or other documentation
submitted to the pharmacy prior to furnishing.

Thank you for your consideration.

Dt X _

Dan Baxter
Executive Director

Enclosure

Pursuing Excellence In The Veterinary Profession



CVMA Needs Your Input SurveyMonkey

Q1 Has your practice experienced difficulties in locating medications
(either FDA-approved or compounded) during the past year?

Answered: 570  Skipped: 0

Yes

No

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES
Yes 89.47% 510
No 10.53% 60
TOTAL 570
# IF SO, WHICH MEDICATIONS? DATE
1 L-asparaginase, Cortrysyn and Chlorambucil. 2/25/2023 8:38 PM
2 Prednisolone Cyclosporine 2/25/2023 10:36 AM
3 Lidocaine, atropine, Revolution Plus, ear medications, 2/25/2023 10:06 AM
4 buprenorphine 2/24/2023 4:49 PM
5 Bute, clavamox 212412023 4:42 PM
6 EDTA ophthalmic, tacrolimus ophthalmic, cyclosporine ophthalmic, 5-FU, polydocanol, 2/23/2023 9:46 PM
7 Tacrolimus, nevanac, diazepam 2/23/2023 6:23 PM
8 tacrolimus and cyclosporine ophthalmic, vetmedin 2/23/2023 4:23 PM
9 compounded ophthalmic meds: cyclosporine, cidofovir 2/23/2023 1:21 PM
10 Otic topicals, oral and injectable steroids, cardiac inotropes, oral dewormers 2/23/2023 1:01 PM
11 Leukeran, DES, budesonide 2/23/2023 9:45 AM
12 idoxuridine ophthalmic drops,edetate calcium disodium injection (we treat a lot of exotics with 2/23/2023 8:00 AM
zinc and lead toxicity) and others but these two came to mind quickly.
13 A number of medications have gone on backorder. | can't think of all of them right now. 2/23/2023 7:23 AM
14 pilocarpine for oral use 2/23/2023 6:33 AM
15 Too many to list! Top that come to mind: Baytril Otic, Penicillin, anything containing 2/22/2023 11:31 PM

hydrocortisone

16 TMS oil suspension 2/22/2023 10:06 PM

1/3



17
18
19
20
21
22
23
24

25
26
27
28
29
30
31
32
33
34
35
36
37
38
39
40
41
42

43
44
45
46

CVMA Needs Your Input

potassium, many others over the year but can't remember

tylan, cylosporine ophthalmic

Metronidazole, Sucralfate, Doxycycline, Ponazuril, Tinidazole

methimazole, lidocaine, marcaine, sucralfate, ursodiol, SAM-e, ciprofloxacin
Cyclosporine ophthalmic, theophylline, fluconazole solution

Calcium EDTA

ursodiol, mycophenolate, idoxuridine

Calcium Glubionate, and any medication that requires smaller concentrations for exotic pets
(rabbits, guinea pigs, parrots, reptiles, etc.)

Phenobarbital, gabapentin

TRH, sucralfate

Elspar, budesonide, metronidazole, cisapeide, prednisolone

the last one was the polyflex ear medication

Interferon

Sucralfate.

Cyclosporine ophthalmic, tacrolimus ophthalmic

antibiotics, pimobendan, trilostane

Compounded gabapentin

Thyrotropin-releasing hormone

phenybutazone, metronidazole

Pimonendan

Cisapride, Methimazole, L-Asparaginase, Enrofloxacin

diazepam inj, butorphanol, vetmedin, vetsulin, amoxicillin, and cyclosporine
eye medications, transdermal medications, inj Buprenorphine, hydromorphone, morphine
acetazolamide;

Too many to list!

Injectable meds in general (sulfatrim, CaEDTA), non-oil based oral meds that last longer than
14 days, there have been many that | just don't even try to find anymore...

Penicillin G
dexamethasone
Doxycycline, metronidazole, theophylline

tacrolimus, TpA, acyclovir cream, altrenogest, medroxprogesterone

SurveyMonkey

2/22/2023 9:11 PM
2/22/2023 7:01 PM
2/22/2023 6:47 PM
2/22/2023 6:43 PM
2/22/2023 5:43 PM
2/22/2023 5:43 PM
2/22/2023 5:26 PM
2/22/2023 5:20 PM

2/22/2023 4:48 PM
2/22/2023 4:19 PM
2/22/2023 4:11 PM
2/22/2023 4:05 PM
2/22/2023 4:01 PM
2/22/2023 4:00 PM
2/22/2023 3:02 PM
2/22/2023 2:53 PM
2/22/2023 2:50 PM
2/22/2023 2:02 PM
2/22/2023 1:54 PM
2/22/2023 1:39 PM
2/22/2023 1:31 PM
2/22/2023 1:27 PM
2/22/2023 1:00 PM
2/22/2023 12:26 PM
2/22/2023 12:02 PM
2/22/2023 11:56 AM

2/22/2023 11:55 AM
2/22/2023 11:50 AM
2/22/2023 11:32 AM
2/21/2023 11:22 AM

Q2 When ordering a patient-specific compounded medication, have you or
your clients had to wait more than five days to receive it?

Answered: 570  Skipped: 0

2/3



CVMA Needs Your Input SurveyMonkey

Yes

No

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

ANSWER CHOICES RESPONSES
Ves 87.72% 510
No 12.28% 70
TOTAL Y
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CALIFORNIA®
/ VETERINARY

MEDICAL

ASSOCIATION

1400 River Park Drive, Suite 100
Sacramento, CA 95815-4505

February 6, 2023 916-649-0599
fax 916-646-9156

Maria D. Serpa, PharmD staff@cvma.net

Chair, Enforcement and Compounding Committee www.cvma.net

California Board of Pharmacy
2720 Gateway Oaks Drive, Suite 100
Sacramento, CA 95833

RE: Comments on Board of Pharmacy Discussion, Consideration and Possible Action on
Proposed Changes to Regulations Related to Pharmaceutical Compounding of
Nonsterile Preparations

Dear Dr. Serpa:

The California Veterinary Medical Association (CVMA), representing over 7,800 veterinarians,
registered veterinary technicians, and veterinary students, would like to ensure that potential
changes to California Code of Regulations, Title 16 (16 CCR), section 1735.2(c)(3) do not
further harm California’s pets, consumers, or the veterinarians who are trying to provide vitally
needed medications to their patients.

Now, more than ever, veterinarians are experiencing difficulties in finding and obtaining sources
of medications needed to treat patients immediately. The CVMA notified your Board of this
growing issue in a letter dated January 19, 2022 (see attached). As stated in that letter, in many
instances the pharmaceutical industry falls short of providing FDA-approved medications
commonly utilized in veterinary practice. As a result, the veterinary industry relies on
compounding pharmacies to provide such medications in order to effectively treat animal
patients to alleviate suffering, illness and death. While the recent emergence of 503B outsourcing
facilities in California has helped to some degree, only two outsourcers in California currently
carry appreciable lines of veterinary products. While some outsourcers advertise sterile
compounds for veterinary practice, most of those are chemotherapeutics, which represent a small
subset of medications used by veterinarians. Thus, the 503B route is not a complete solution to
veterinarians finding medications that they need on hand to help animals in need.

Veterinarians must rely on 503A pharmacies to fill gaps in medication availability, including for
medications needed in-house to treat patients. Unlike humans, animals instinctively hide their
pain or illness, which results in many of them needing immediate treatment when they come to a
veterinary practice. Because so few 503A compounding pharmacies offer veterinary products in
California, consumers must often wait several days for a patient-specific prescription to be filled.
This is due not only to stringent compounding mandates, but also to delays experienced when
trying to locate a pharmacy willing to compound a veterinary medication. It is not uncommon for
veterinarians and consumers to wait weeks for an animal patient to receive the medication that it
needs pursuant to a patient-specific prescription. And, despite the CVMA’s

Pursuing Excellence In The Veterinary Profession



multiple communications to the Board of Pharmacy over the past decade, this problem has
grown worse as a result of regulatory changes that have resulted in an industry shift.

CCR 16 section 1735.2(c)(3) indicates that a 503A compounding pharmacist can prepare in
advance, in anticipation of a veterinarian’s needs, a supply that is “sufficient for administration
or application to patients solely in the prescriber's office, or for furnishing of not more than a
120-hour supply for veterinary medical practices, solely to the prescriber's own veterinary
patients seen as part of regular treatment in the prescriber's office, as fairly estimated by the
prescriber and documented on the purchase order or other documentation submitted to the
pharmacy prior to furnishing.” At the time that this regulation was instituted, the CVMA met
with then BOP Executive Officer Ginny Herold and DAG Joshua Room to discuss the
significance of this requirement. At that time, Mr. Room explained that this regulation applied to
compounding pharmacists in the amount of medication that they could prepare in advance, but
did not apply to veterinarians in the amount that they could furnish on a patient-by-patient basis.
While the concept is for the veterinarian to furnish an average of a 120-hour supply to each
patient, Section 1735.2(c)(3) does not dictate or limit the professional decisions that a
veterinarian makes in the course of patient treatment. Therefore, if a veterinarian feels that they
must provide more than a 120-hour supply of a medication to a given patient, they are free to do
S0.

At the time that Section 1735.2(c)(3) was passed, it was anticipated that a compounding
pharmacist could provide medication pursuant to receipt of a patient-specific prescription in four
days time. The CVMA positively attests that more often than not, this is not the case. To that
end, the CVMA would like to request that the Board of Pharmacy increase the average supply of
medication that a pharmacy can prepare in advance to a seven day average supply per patient,
based on anticipated needs as identified by the veterinarian. The CVMA proposes the following
specific wording change to CCR 16 section 1735.2(c)(3):

Is sufficient for administration or application to patients solely in
the prescriber's office, or for furnishing of not more than a £26-
heur seven day supply per animal patient for veterinarian

prescribers veterinary-medical-practices, solely to the veterinarian
prescrlber sown vetennapy patlents seen as part of regular

, as fairly estimated by the
veterinarian prescriber in ant|C|pat|on of their patient needs and
documented on the purchase order or other documentation
submitted to the pharmacy prior to furnishing.

Thank you for your consideration.

Dot £

Dan Baxter
Executive Director

Enclosure

Pursuing Excellence In The Veterinary Profession
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Proposal to Amend Business and Professions Code section 4081

(a) All records of manufacture and of sale, acquisition, receipt, shipment, or
disposition of dangerous drugs or dangerous devices shall be at all fimes during
business hours open to inspection by authorized officers of the law, and shall be
preserved for at least three years from the date of making. A current inventory
shall be kept by every manufacturer, wholesaler, third-party logistics provider,
pharmacy, veterinary food-animal drug retailer, outsourcing facility, physician,
dentist, podiatrist, veterinarian, laboratory, licensed correctional clinic, as
defined in Section 4187, clinic, hospital, institution, or establishment holding a
currently valid and unrevoked certificate, license, permit, registration, or
exemption under Division 2 (commencing with Section 1200) of the Health and
Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of
the Welfare and Institutions Code who maintains a stock of dangerous drugs or
dangerous devices.

(b) The owner, officer, and partner of a pharmacy, wholesaler, third-party
logistics provider, or veterinary food-animal drug retailer shall be jointly
responsible, with the pharmacist-in-charge, responsible manager, or designated
representative-in-charge, for maintaining the records and inventory described in
this section.

(c) The pharmacist-in-charge, responsible manager, or designated
representative-in-charge shall not be criminally responsible for acts of the owner,
officer, partner, or employee that violate this section and of which the
pharmacist-in-charge, responsible manager, or designated representative-in-
charge had no knowledge, or in which he or she did not knowingly participate.

(d) Pharmacies that dispense nonprescription diabetes test devices pursuant to
prescriptions shall retain records of acquisition and sale of those nonprescription
diabetes test devices for at least three years from the date of making. The
records shall be at all times during business hours open to inspection by
authorized officers of the law.

(e) In addition to the records described in subdivision (a) records that must be
maintained include staffing schedules, pharmacy personnel job duty
statements, consultant reports, and policies and procedures related to
pharmacy personnel and pharmacy operations.

Proposal to amend BPC 4105

(a) Allrecords or other documentation required by this Chapter efthe

acquisition-and disposition-of dangerous drugs and-dange cus devices to-be

licensed premises in a readily retrievable form.



(b) The licensee may remove the original records or documentation from the
licensed premises on a temporary basis for license-related purposes. However, a
duplicate set of those records or other documentation shall be retained on the
licensed premises.

(c) The records required by this section shall be retained on the licensed
premises for a period of three years from the date of making.

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

(2) In the case of a veterinary food-animal drug retailer, wholesaler, or third-
party logistics provider, any records that are maintained electronically shall be
maintained so that the designated representative-in-charge or the responsible
manager, or the designated representative on duty or the designated
representative-3PL on duty if the designated representative-in-charge or
responsible manager is not on duty, shall, at all fimes during which the
licensed place of business is open for business, be able to produce a
hardcopy and electronic copy of all records of acquisition or disposition or
other drug or dispensing-related records maintained electronically.

(e) (1) Notwithstanding subdivisions (a), (b), and (c), the board may, upon
written request, grant to a licensee a waiver of the requirements that the
records described in subdivisions (a), (b), and (c) be kept on the licensed
premises.

(2) A waiver granted pursuant to this subdivision shall not affect the board’s
authority under this section or any other provision of this chapter.

(f) When requested by an authorized officer of the law or by an authorized
representative of the board, the owner, corporate officer, or manager of an
entity licensed by the board shall provide the board with the requested records
within three business days of the fime the request was made. The entity may
request in writing an extension of this timeframe for a period not to exceed 14
calendar days from the date the records were requested. A request for an
extension of time is subject to the approval of the board. An extension shall be
deemed approved if the board fails to deny the extension request within two
business days of the time the extension request was made directly to the board.
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Board of Pharmacy

Enforcement Workload Statistics FY 2022/23

Complaint Investigations July - Sept Oct - Dec Jan - March Apr - Jun Total
Received 912 873 845 0 2,630
Closed 637 822 918 0 2,377
Pending 1,875 1,999 1,962 0 1,962
Average Days for Investigation 173 166 185 0 185
Quarter
Cases Under Investigation (By Team) July - Sept Oct - Dec Jan - March Apr - Jun Ending
Compliance / Routine 716 732 791 0 732
Drug Diversion / Fraud 251 269 231 0 269
Prescription Drug Abuse 273 319 267 0 319
Compounding 62 48 28 0 48
Outsourcing 20 18 31 0 18
Probation / PRP 87 81 53 0 81
Enforcement 14 10 12 0 10
Criminal Conviction 452 522 518 0 522
Application Investigations July - Sept Oct - Dec Jan - March Apr - Jun Total
Received 60 43 41 0 144
Closed
Approved 30 25 41 0 96
Denied 20 16 23 0 59
Total Closed (includes withdrawn) 50 46 67 0 163
Pending 100 97 67 0 67
Complaint Closure Outcomes Not Resulting in
Further Action July - Sept Oct - Dec Jan - March Apr - Jun Total
Insufficient Evidence 135 189 345 0 669
Non-Jurisdictional 135 169 139 0 443
No Violation 67 84 52 0 203
No Further Action 27 112 41 0 180
Other - Non-Substantiated 33 52 47 0 132
Subject Educated 20 36 19 0 75
Letter of Admonishment / Citations July - Sept Oct - Dec Jan - March Apr -Jun Total
LOA Issued 44 48 49 0 141
Citations Issued 281 218 267 0 766
Proof of Abatement Requested 68 55 36 0 159
Appeals Referred to AG's Office 6 20 11 0 37
Dismissed 1 3 5 0 9
Total Fines Collected $448,797 $643,100 $429,914 Y] $1,521,811




Administrative Cases July - Sept Oct - Dec Jan - March Apr - Jun Total
Referred to the AG's Office 51 53 77 0 181
Pleadings Filed 34 34 38 0 106
Quarter
Pending Ending
Pre-Accusation 94 105 129 0 129
Post-Accusation 140 138 141 0 141
Total Pending 234 215 271 0 271
Total Closed 46 46 51 0 143
Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Revocation
Pharmacist 1 3 5 0 9
Intern Pharmacist 0 0 1 0 1
Pharmacy Technician 7 7 8 0 22
Designated Representative 0 0 0 0 0
Wholesaler 0 0 0 0 0
Pharmacy 2 2 2 0 6
Sterile Compounding 0 1 1 0 2
Outsourcing 0 0 0 0 0
Total 10 13 17 0 40
Administrative Case Outcomes July - Sept Oct - Dec Jan - March Apr - Jun Total
Revocation; stayed suspension/probation
Pharmacist 1 1 1 0 3
Intern Pharmacist 0 0 0 0 0
Pharmacy Technician 0 0 0 0 0
Designated Representative 0 0 0 0 0
Wholesaler 0 0 0 0 0
Pharmacy 0 0 0 0 0
Sterile Compounding 0 0 0 0 0
Outsourcing 0 0 0 0 0
Total 1 1 1 0 3
Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Revocation; stayed; probation
Pharmacist 11 5 8 0 24
Intern Pharmacist 1 0 1 0 2
Pharmacy Technician 1 2 0 0 3
Designated Representative 0 0 0 0 0
Wholesaler 0 0 0 0 0
Pharmacy 4 5 3 0 12
Sterile Compounding 0 1 1 0 2
Outsourcing 0 0 0 0 0
Total 17 13 13 0 43




Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Surrender / Voluntary Surrender

Pharmacist 5 4 7 0 16
Intern Pharmacist 0 0 0 0 0
Pharmacy Technician 3 1 1 0 5
Designated Representative 0 0 1 0 1
Wholesaler 0 0 0 0 0
Pharmacy 7 6 9 0 22
Sterile Compounding 0 0 1 0 1
Outsourcing 0 0 0 0 0
Total 15 11 19 0 45
Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Public Reproval / Reprimand

Pharmacist 4 2 2 0 8
Intern Pharmacist 0 0 0 0 0
Pharmacy Technician 0 0 1 0 1
Designated Representative 0 0 0 0 0
Wholesaler 0 1 0 0 1
Pharmacy 1 1 2 0 4
Sterile Compounding 0 0 0 0 0
Outsourcing 0 0 0 0 0
Total 5 4 5 0 14
Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Licenses Granted

Pharmacist 0 2 0 0 2
Intern Pharmacist 0 0 0 0 0
Pharmacy Technician 0 1 3 0 4
Designated Representative 0 0 0 0 0
Wholesaler 0 0 0 0 0
Pharmacy 1 0 0 0 1
Sterile Compounding 0 0 0 0 0
Outsourcing 0 0 0 0 0
Total 1 3 3 0 7
Administrative Case Outcome July - Sept Oct - Dec Jan - March Apr - Jun Total
Licenses Denied

Pharmacist 0 0 0 0 0
Intern Pharmacist 0 0 0 0 0
Pharmacy Technician 0 0 2 0 2
Designated Representative 0 0 0 0 0
Wholesaler 1 0 0 0 1
Pharmacy 2 0 1 0 3
Sterile Compounding 0 0 0 0 0
Outsourcing 0 0 0 0 0
Total 3 0 3 0 6




Administrative Case Cost Recovery Efforts July - Sept Oct - Dec Jan - March Apr - Jun Total
Cost Recovery Requested $340,239 $476,654 5538,651 S0 51,355,544
Cost Recovery Collected $154,930 5484,154 $446,176 Y1) 51,085,260
Immediate Public Protection Sanctions July - Sept Oct - Dec Jan - March Apr - Jun Total
Interim Suspension Orders 2 1 3 0 6
Automatic Suspension Orders 2 0 1 0 3
Penal Code 23 Restrictions 2 2 4 0 8
Cease and Desist - Outsourcing 0 0 0 0 0
Cease and Desist - Unlicensed Activity 0 0 0 0 0
Cease and Desist - Sterile Compounding 0 0 0 0 0
Quarter
Probation Statistics July - Sept Oct - Dec Jan - March Apr - Jun Ending
Licenses on Probation
Pharmacist 208 190 178 0 190
Intern Pharmacist 1 1 2 0 1
Pharmacy Technician 17 16 13 0 16
Designated Representative 2 1 1 0 1
Wholesaler / 3PL 3 0
Pharmacy 57 54 53 0 54
Sterile Compounding 8 8 8 0 8
Outsourcing 1 1 1 0 1
Total 297 274 259 0 259
Probation Statistics July - Sept Oct - Dec Jan - March Apr - Jun Total
Probation Office Conferences 16 10 15 0 41
Probation Interviews / Site Inspections 97 56 150 0 303
Probation Terminated / Completed 35 37 32 0 104
Referred to AG for Non-Compliance 2 2 2 0 6

As of 3/31/2023




Board of Pharmacy

Citation and Fine Statistics FY 2022/23

Citation Outcomes July - Sept | Oct - Dec | Jan - March | Apr - Jun| Total
Pharmacist with Fine 41 24 30 0 95
Pharmacist-in-Charge with Fine* 30 67 13 0 110
Pharmacist no Fine 67 69 61 0 197
Pharmacist-in-Charge no Fine* 44 19 33 0 96
Pharmacy with Fine 110 18 126 0 254
Pharmacy no Fine 30 32 15 0 77
Pharmacy Technician with Fine 5 5 4 0 14
Pharmacy Technician no Fine 1 7 6 0 14
Wholesalers 5 3 1 0 9
Designated Representative 0 1 0 0 1
Clinics 0 0 0 0 0
Drug Room 0 0 0 0 0
Exempt Hospital 1 0 2 0 3
Hospital Pharmacy 6 5 5 0 16
Miscellaneous** 16 19 26 0 61
Unlicensed Premises 1 0 0 0 1
Unlicensed Person 1 1 0 3

*These numbers are also represented
in the RPH columns, but reflect how

many RPHs were cited as PICs
**Intern Pharmacist, Licensed

Correctional Facilities, Exempt

Pharmacies, Non-Resident Pharmacies,

and Vet Retailers




Pharmacists

%

Pharmacies

%

Pharmacists In Charge

%

1716 - Variation from prescription

44%

4113(d) - Every pharmacy shall notify the board in writing
within 30 days of the date of a change in pharmacist-in-
charge

32%

1716 - Variation from prescription

18%

1707.2(a)(3) - Duty to consult: (a) A pharmacist shall
provide oral consultation to his or her patient or the agent
of patient in all care settings: (3) Whenever the prescription

drug has not previously been dispensed to a patient

1714(C) - Operational Standards and Security; pharmacy,
fixtures and equipment shall be maintained in a sanitary
and orderly condition

18%

10%

1716 - Variation from prescription

4113(a) - Pharmacist-in-Charge: Notification to Board;
Responsibilities; Every pharmacy shall designate a
pharmacist-in-charge within 30 days in writing of the
identity and license number of that pharmacist

24%

14%

1714(C) - Operational Standards and Security; pharmacy,
fixtures and equipment shall be maintained in a sanitary
and orderly condition

1707.2(a)(3) - Duty to consult: (a) A pharmacist shall
provide oral consultation to his or her patient or the agent
of patient in all care settings: (3) Whenever the
prescription drug has not previously been dispensed to a
patient

18%

11%

4301(g) - Unprofessional Conduct - Knowingly making or
signing any certificate or other document that falsely
represents the existence or nonexistence of a state of facts

1707.3 - Duty to review drug therapy

6%

5%

4305(b) - Operation of a pharmacy for more than 30 days
without supervision or management by a pharmacist-in-
charge shall constitute grounds for disciplinary action

733(a) - Dispensing prescription drugs and devices- No
licentiate shall obstruct a patient in obtaining a
prescription

7%

6%

1715(A) - Self-assessment form of a pharmacy by the
pharmacist-in-charge; shall complete a self-assessment
of pharmacy compliance with federal and state pharmacy
law

4081(a)/1718 - Records of Dangerous Drugs and Devices
Kept Open for Inspection; Maintenance of Records,
Current Inventory/Current Inventory Defined

1%

1%

1715(A) - Self-assessment form of a pharmacy by the
pharmacist-in-charge; shall complete a self-assessment of
pharmacy compliance with federal and state pharmacy law

5%

1707.2(a)(3) - Duty to consult: (a) A pharmacist shall
provide oral consultation to his or her patient or the agent
of patient in all care settings: (3) Whenever the
prescription drug has not previously been dispensed to a
patient

5%

4059(a) - Furnishing dangerous drugs without a
prescription

7%

4081(a)/1718 - Records of Dangerous Drugs and Devices
Kept Open for Inspection; Maintenance of Records,
Current Inventory/Current Inventory Defined

3%

4301 - Unprofessional Conduct...

3%

733(a) - Dispensing prescription drugs and devices- No
licentiate shall obstruct a patient in obtaining a prescription

7%

4301 - Unprofessional Conduct...

4169(a)(4) - Purchase, trade, sell, or transfer dangerous
drugs or dangerous devices after or beyond use date on
the label

3%

3%

1764/56.10(a) - Unauthorized disclosure of prescription
and medical information

4113(e) - Pharmacist-in-Charge: Notification to Board;
Responsibilities; If a pharmacy is unable, in the exercise
of reasonable diligence, to identify within 30 days a
permanent replacement pharmacist

3%

3%

1715(b)(2) - Self-Assessment of a pharmacy by the
pharmacist-in-charge; shall complete a self-assessment
within 30 days whenever: there is a change in pharmacist-
in-charge

4301 - Unprofessional Conduct...

7%

7%

4301(0)/4113.7 - Unprofessional conduct; assist in
violation/Chain community pharmacy; Quota for
pharmacist or pharmacy technician duties prohibited

3%

1714(c) - Operational Standards and Security; pharmacy,
fixtures and equipment shall be maintained in a sanitary
and orderly condition

3%

1735.3(a)(2)(l) - For each compounded drug product, the
pharmacy records shall include a compounding log
consisting of a single document containing all of the
following... final quantity or amount of drug

4%



California State Board of Pharmacy
SB 1441 Uniform Standards

The data includes licensees participating in the Pharmacist Recovery Program (PRP) and licensees on probation with substance use
disorders. This data includes July 2022 through March 2023.

Board of Pharmacy July Sep Oct — Dec Jan-Mar Apr Jun 22/23
PRP Intakes
PRP Self-Referrals
PRP Probation Referrals 1 1
PRP Under Investigation 3 3
PRP In Lieu Of (investigation conducted)
Total Number of PRP Intakes 3 1 4
New Probationers
Pharmacists 2 1 3 6
Intern Pharmacists 1 1
Pharmacy Technicians 1 2 3
Total New Probationers 2 2 6 10
PRP Participants and Recovery Agreements
Total PRP Participants 39 34 30 39
Recovery Agreements Reviewed 26 34 26 86
Probationers and Inspections
Total Probationers 48 5 33 48
Inspections Completed 31 33 24 88
Referrals to Treatment
Referrals to Treatment (PRP and Probationers) 2 2 4
Drug Tests
Drug Test Ordered (PRP and Probationers) 435 511 456 1402
Drug Tests Conducted (PRP and Probationers) 431 489 450 1370
Relapses (Break in Sobriety)
Relapsed (PRP and Probationers) | 1 | 1 | | 2
Major Violation Actions
Cease Practice/Suspension (PRP and Probationers) 3 3 4 10
Termination from PRP
Probationers Referred for Discipline 2 2
Closure
Successful Completion (PRP and Probationers) 12 5 6 23
Termination (Probation) 1 2 3
Voluntary Surrender (Probation) 2 2
Surrender as a result of PTR (Probation)
Closed Public Risk (PRP) 1 1
Non-compliance (PRP and Probationers) 46 49 13 108
Other (PRP) 1 2 1 4

Patients Harmed
Number of Patients Harmed (PRP and Probationers) | | | | |  Zero




SB 1441 Uniform Standards
The data includes licensees participating in the Pharmacist Recovery Program (PRP) and licensees on probation with substance use
disorders. This data includes July 2022 through March 2023.

Board of Pharmacy July Sep Oct — Dec Jan-Mar Apr Jun 22/23
Drug of Choice at PRP Intake or Probation
Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 22/23

Alcohol 2 2 4

Ambien

Opiates

Hydrocodone 1 1

Oxycodone

Morphine

Benzodiazepines

Barbiturates

Marijuana

Heroin

Cocaine

Methamphetamine

Pharmaceutical Amphetamine

Phentermine

Methadone

Zolpidem Tartrate

Hydromorphone

Clonazepam

Tramadol

Carisprodol

Phendimetrazine

Promethazine w/Codeine

Intern Pharmacists July-Sep Oct-Dec Jan-Mar Apr-Jun Total 22/23

Alcohol 1 1

Opiates

Hydrocodone

Oxycodone

Benzodiazepines 3 B,

Barbiturates

Marijuana

Heroin

Cocaine

Methamphetamine

Pharmaceutical Amphetamine

Phentermine

Methadone

Zolpidem Tartrate

Hydromorphone

Clonazepam

Tramadol

Carisprodol

Phendimetrazine

Promethazine w/Codeine

Pharmacy Technicians July-Sep Oct-Dec Jan-Mar Apr-Jun Total 22/23

Alcohol 1 2 8

Opiates

Hydrocodone

Oxycodone

Benzodiazepines

Barbiturates

Marijuana

Heroin

Cocaine

Methamphetamine 1 1

Pharmaceutical Amphetamine

Phentermine

Methadone

Zolpidem Tartrate

Hydromorphone

Clonazepam

Tramadol

Carisprodol

Phendimetrazine

Promethazine w/Codeine




Drug Of Choice - Data entered from July 2022 to March 2023

Pharmacist

.Alcohol Intern
Opiates
3 Hydrocodone
4 Oxycodone

Benzodiazepines
Barbiturates
Marijuana

8 Heroin

Cocaine
Methamphetamine

11 Pharmaceutical Amphetamine

Technician

Printed on 4/6/2023
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