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January 24, 2023

Seung Oh, Licensee Member, Chairperson
Jignesh Patel, Licensee Member, Vice-Chairperson
Indira Cameron-Banks, Public Member
Trevor Chandler, Public Member
Jessica Crowley, Licensee Member
Jason Weisz, Public Member

I. Callto Order and Establishment of Quorum
Il. Public Comment for Items Not on the Agenda, Matters for Future Meetings

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

lll. Approval of the October 18, 2022, Licensing Committee Meeting Minutes
Attachment 1 includes the draft minutes from the October 18, 2022, meeting.

IV. Discussion and Consideration of Possible State Protocol Consistent with
Provisions of Business and Professions Code Section 4052.01 as amended in
Senate Bill 1259 (Chapter 245, Statutes of 2022) Including Proposed
Amendment to Title 14, California Code of Regulations Section 1746.3

Relevant Law

Effective January 1, 2023, amendments to Business and Professions Code
section 4052.01 will provide the authority for a pharmacist to furnish federal
Food Drug and Administration approved opioid antagonist in accordance
with standardized procedures or protocols developed and approved by the
Board and the Medical Board of California, in consultation with the California
Society of Addiction Medicine, the California Pharmacists Association, and
other appropriate entities. The section further details areas that must be
included in the standardized procedures.



https://leginfo.legislature.ca.gov/faces/billCompareClient.xhtml?bill_id=202120220SB1259&showamends=false
https://leginfo.legislature.ca.gov/faces/billCompareClient.xhtml?bill_id=202120220SB1259&showamends=false

Cdalifornia Code of Regulations Section 1746.3 establishes the requirements of
the standardized procedures established for a pharmacist to furnish naloxone
hydrochloride pursuant to section 4052.01.

Background
In 2014, pharmacists were granted authority to furnish naloxone hydrochloride

in accordance with standardized procedures established. Following
enactment of the statute, the Board, as required in the statute, developed
the regulation necessary to implement the statute.

Subsequent to these authorities, additional access points have been
established for patients to access naloxone hydrochloride, including authority
for pharmacies to furnish naloxone hydrochloride to law enforcement
agencies and to school districts, county office of education, or charter
schools under specified conditions.

The California Department of Public Health issued a standing order that allows
libraries and other community organizations that are currently working with a
physician to obtain and distribute naloxone to a person at risk of an opioid-
related overdose or to a family member, friend, or other person in a position
to assist; and allow for the administration of the naloxone.

In April 2021, the FDA announced its approval of higher dose of naloxone
hydrochloride nasal spray. The FDA has approved naloxone hydrochloride
nasal spray products in 2mg, 4 mg and 8 mg naloxone nasal spray products
and noted that naloxone is a medicine that can be administered by
individuals with or without medical training to help reduce opioid overdose
deaths.

As products are approved by the FDA, it appears appropriate to evaluate the
Board’s current regulation to estabilish flexibility in the regulation for the
furnishing of additional opioid antagonists approved by the FDA.

As discussed during the October 2022 Meeting, staff worked with Dr. James
Gasper, PharmD., Psychiatric and Substance Use Disorder Pharmacist,
developing draft of revisions to California Code of Regulations section 1746.3.
As required in the statute, on November 18, 2022, the draft regulation
language was provided to California Society of Addiction Medicine (CSAM),
the Medical Board of California and the California Pharmacists Association.
Comments received thus far from CSAM and the Medical Board are
supportive of the streamlined regulations. CSAM offered one specific
comment, provided below:
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Suggest consideration of moving the 2b statement for overdose reversal
earlier.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to review the
proposed changes. A summary of the changes is detailed below:

1.

2.

“Naloxone hydrochloride: is replaced with the generic term “opioid
antagonist”

Training requirement is updated to allow for completion of training
completed in a Board recognized school of pharmacy.

Removes the screening criteria. Any individual seeking an opioid
antagonist should have access, similar to the expansion of such products in
schools and libraries.

Product selection should be determined by the pharmacist using
professional judgement and not limited to specified forms of an FDA
approved product form.

Labeling requirements should be consistent with other prescription
medications dispensed. The Board should no longer be posting sample
labels.

Fact sheets are not necessary as the FDA approved medication guide will
provide the necessary information.

Notification requirements have been updated to only require notification
at the request of the patient.

Documentation and privacy requirements should be consistent with any
other product dispensed by the pharmacy.

Attachment 2 includes a copy of the proposed language.

Following discussion members agree with the proposed changes, the
following motion could be used to facilitate incorporation of the change.

Possible Motion: Recommend initiation of a rulemaking to amend CCR
section 1746.3 as proposed to be amended. Authorize the executive
officer to further refine the language consistent with the policy discussions,
including those of the Medical Board of California, and as may be required
by control agencies (DCA or Agency) and to make any non-substantive
changes prior to initiation of the rulemaking. Further, if no adverse
comments are received during the 45-day comment period and no
hearing is requested, authorize the executive officer to take all steps
necessary to complete the rulemaking and adopt the proposed regulation
at section 1746.3 as noticed for public comment.
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Discussion and Consideration of Possible State Protocol to Facilitate
Pharmacist Provided Medication-Assisted Treatment Pursuant to Business and
Professions Code section 4052(a)(14), Including Proposed Addition of Title 16,
California Code of Regulations Section 1746.6

Relevant Law

BPC section 4052(a)(14) establishes authority for a pharmacist to provide
medication-assisted treatment pursuant to a state protocol, to the extend
authorized by federal law.

Background
Medication-assisted treatment (MAT) is used to treat substance use disorders

as well as sustain recovery and prevent overdose. Medications used in MAT
are approved by the Food and Drug Administration and MAT programs are
clinically driven and tailored to meet each patient’s needs. As published by
SAMSHA, “Research shows that a combination of medication and therapy
can successfully freat these disorders, and for some people struggling with
addiction, MAT can help sustain recovery. MAT is also used to prevent or
reduce opioid overdose.”

In 2021, as part of the Board’s sunset measure, pharmacist authority was
expanded to allow pharmacists authority to provide MAT pursuant to a state
protocol.

More recently, President Biden signed legislation to expand access to MAT.
Recently SAMHSA has published information about the removal of the DATA
Waiver (X-Waiver) Requirement. Information published includes that all
practitioners who have a current DEA registration that includes Schedule i
authority, may now prescribe buprenorphine for Opioid Use Disorder in their
practice site if permitted by applicable state law and SAMHSA encourages
them to do so.

For Committee Consideration and Discussion

During the meeting members will have the first opportunity to review a draft
protocol developed to facilitate implementation of the MAT authority. The
protocol was developed in consultation with experts in the field including:
1. Dr. James Gasper, BCPP, Psychiatric and Substance Use Disorder

Pharmacist, California Department of Health Care Services

2. Dr. Talia Puzantian, BCPP, Professor of Clinical Sciences, KGI School of
Pharmacy and Health Sciences

3. Dr. Michelle Geier, BCPP, Psychiatric Pharmacy Supervisor, San Francisco
Department of Public Health, Behavioral Health Services
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VI.

Unlike the prior agenda item, development of this protocol resides solely with
the Board.

Attachment 3 includes a copy of the proposed language.

Following discussion, should members agree with the proposed protocol, the
following motion could be used to facilitate initiation of the rulemaking
process.

Possible Motion: Recommend initiation of a rulemaking to add CCR
section 1746.6 as proposed. Authorize the executive officer to further refine
the language consistent with the policy discussions and as may be
required by control agencies (DCA or Agency) and to make any non-
substantive changes prior to initiation of the rulemaking. Further, if no
adverse comments are received during the 45-day comment period and
no hearing is requested, authorize the executive officer to take all steps
necessary to complete the rulemaking and adopt the proposed regulation
at section 1746.6 as noticed for public comment.

Discussion and Consideration of Pharmacist Provided HIV Preexposure and
Postexposure Prophylaxis, Including Presentations

Relevant Law

BPC 4052 generally establishes the scope of practice for pharmacists.
Included in the provisions are:

e Authority to initiate, adjust, or discontinue drug therapy for a patient
under a collaborative practice agreement with any health care
provide with prescriptive authority.

e Authority to perform procedures or functions in a licensed health care
facility as authorized in Section 4052.1.

e Authority to perform procedures or functions as part of the care
provided by a health care facility, a licensed clinic in which there is
physician oversight, and others as specified and as authorized in
Section 4052.2.

e Furnish medications as described including HIV preexposure prophylaxis
as authorized in Section 4052.02 and HIV postexposure prophylaxis as
authorized in Section 4052.03.

e Initiate, adjust, or discontinue drug therapy for a patient under a
collaborative practice agreement as specified.

BPC 4052.02 further defines the provisions for pharmacist authority related to
initiating and furnishing HIV preexposure prophylaxis as defined. As required
by this section, prior to furnishing preexposure prophylaxis a pharmacist must
complete specified training. The section explicitly provides that a pharmacist
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shall furnish at least a 30-day supply, and up to a 60-day supply under
specified conditions, including:
1. The patientis HIV negative.
2. The patient does not report any signs or symptoms of acute HIV
infection.
3. The patient does not report taking any contraindicated medications.
4. The pharmacist provides counseling to the patient on the ongoing use
of preexposure prophylaxis and the importance of timely testing and
tfreatment as applicable for HIV, renal function, hepatitis B, hepatitis C,
sexually fransmitted diseases, and pregnancy.
The pharmacist maintains records.
The pharmacist does not furnish more than a 60-day supply as
specified.
7. The pharmacist notifies the patient’s primary care providers or meets
other requirements.

o On

BPC 4052.03 further defines the provisions for pharmacist authority related
to initiating and furnishing HIV postexposure prophylaxis under specified
conditions including completion of specified training and the following
conditfions:

1. The pharmacist screens the patient and determines exposure occurred

within the previous 72 hours and the patient meets clinical guidelines
established by the CDC.

2. The pharmacist either provides testing, or determines the patient is
willing to undergoing testing.

3. The pharmacist provides mandatory consultation.

4. The pharmacist noftifies the patient’s primary care provider or meets
other requirements.

CCR Section 1747 establishes the mandatory elements of a training to
meet the requirements of Sections 4052.02 and 4052.03.

Background
Senate Bill 159 (Chapter 532, Statutes of 2019) established authorization for

pharmacists to furnish preexposure and post exposure HIV prophylaxis (PrEP
and PEP) as generally described above. This legislation sought to expand
access to life saving HIV prevention medications.

As required by the statute, the Board's emergency regulations became
effective April 30, 2020, with permanent regulations becoming effective June
8, 2021.
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VII.

Following implementation of the regulation the Board and several other
entities developed training programs that could be completed to meet the
requirements of the statute and regulation.

As part of the October 2022 meeting, members received a presentation on
research underway on pharmacists—furnished HIV prevention. The Board will
receive a presentation on the outcome of the research when available.

In addition to providing HIV PrEP and PEP under the provisions established in
Senate Bill 159, pharmacist may also provide such services under a
collaborative practice agreement as well through traditional pharmacist
dispensing.

For Committee Consideration and Discussion
During the meeting members will receive presentations on pharmacist-driven
models used to expand access to HIV PreP and PEP.

e Presenters include Dr. Maria Lopez, AAHIVP, President, Clinical
Pharmacy Services, Residency Program Director, Mission Wellness
Pharmacy.

e Dr. Clint Hopkins, APh, CEO Pucci's Pharmacy / Pucci's LTC Pharmacy

Discussion, Consideration and Possible Action on Discontinuance of Business
by a Pharmacy and Potential Changes to Title 16, California Code of
Regulations Section 1708.2

Relevant Law

BPC 4333 generally provides in part that all prescriptions filled by a pharmacy
and all other records required shall be maintained on the premises and
available for inspection. Further, in cases where the pharmacy discontinues
business, these records shall be maintained in a board-licensed facility for at
least three years.

CCR Section 1708.2 requires any permit holder to contact the Board prior to
transferring or selling any dangerous drugs, devices, or hypodermic inventory
as a result of a termination of business or bankruptcy proceedings and shall
follow official instructions given by the Board applicable to the transaction.

Background
The Board’s current discontinuance of business provisions require a licensee to

notify the Board and provide specified information; however, there are no
provisions established to establish conditions for continuity of patient care.
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Related to this, at times staff receive complaints from consumers and policy
makers in two general areas:

1. A pharmacy has closed, and a patient cannot receive a refill because
they are unable to contact the pharmacy to request a prescription
transfer.

2. A pharmacy has closed and transferred patient prescription refills to
another pharmacy not of the patient’s choosing.

In both such scenarios, patient care is impeded and patients many times are
required to seek a new prescription from their prescriber.

The Board’s Disciplinary Guidelines establish requirements for confinuity of
patient care in the event a premises license is surrendered or revoked, yet no
similar requirements exist for licenses discontinuing business. Specifically, the
guidelines provide:
Respondent shall also, by the effective date of this decision, arrange for
the continuation of care for ongoing patients of the pharmacy by, at
minimum, providing a written notice to ongoing patients that specifies the
anticipated closing date of the pharmacy and that identifies one or more
area pharmacies capable of taking up the patients' care, and by
cooperating as may be necessary in the transfer of records or prescriptions
for ongoing patients. Within five (5) days of its provision to the pharmacy's
ongoing patients, Respondent shall provide a copy of the written notice to
the board. For the purposes of this provision, "ongoing patients" means
those patients for whom the pharmacy has on file a prescription with one
or more refills outstanding, or for whom the pharmacy has filled a
prescription within the preceding sixty days.

Prior Committee Discussion

As part of its last meeting members considered the Board’s current

disconfinuance of business requirements as well as several policy questions

detailed below.

1. Should the Board consider establishing requirements to facilitate continuity
of patient care in the event of a pharmacy closure?

2. Should the Board consider establishing a timeframe within which
noftification to patients is required in advance of a pharmacy closure?

3. Should the Board consider specifying some of the elements of such a

notification i.e., the process to request a prescription transfer, where

pharmacy records will be transferred to and maintained, or any other

options the patient does or should be able to provide input?

Should the Board be provided with a copy of the nofificatione

5. Should the Board provide expectations on prescriptions remaining in the
will call area and provisions for reversing billing, etc.

6. There are some pharmacy transactions where a pharmacy sells a portion
of its business to another pharmacy, e.g., sells the portion of the pharmacy

»
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operations related to prescription dispensing but maintains the
compounding portion of the business. In such an instance should the Board
establish notification requirements to patients in advance of the
transaction to ensure patients are aware of the transition in care?
After consideration of the issue and policy questions, members determined
changes to the current discontinuance of business requirements was
appropriate and requested that staff develop proposed regulation language.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to review the draft
regulation language. Below is a summary of the proposed changes:

1. Establish a requirement that the pharmacy provide a written notice in

advance of the closure that includes specified information include
including:
a. The name of the patient or representative
b. The name and address of the pharmacy closing
c. The name of the pharmacy where patient records will be transferred
d. Information on how to request a prescription transfer prior to closure
of the pharmacy
2. Establish a requirement that all prescriptions for which reimbursement was
sought that are not picked up by the patients must be reversed.
3. The Board must be provided a copy of the notfice.
4. Requires the pharmacist-in-charge (PIC) or the owner to certify
compliance as specified.

In addition to considering the proposed language, it may be appropriate for
the committee to consider a few additional policy questions.
1. The time frame within which the notice must be provided to impacted

patients.

2. The parameters defining the patients that must receive the notice (i.e.,
patients that received a prescription filled within the last 365 days.)

3. Does the committee wish to specify the type of written notice (e.g. via
email, written correspondence, etc.) is acceptable or does the committee
believe any form of written communication is sufficiente

Should the committee believe following consideration of the language and
additional policy questions action is appropriate, the following motion could
be used to offer a recommendation to the Board for consideration.

Possible Motion: Recommend initiation of a rulemaking to amend CCR
section 1708.2 as proposed and further refined by the Committee.
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VIIL.

Authorize the executive officer to further refine the language consistent
with the policy discussions and as may be required by control agencies
(DCA or Agency) and to make any non-substantive changes prior to
initiation of the rulemaking. Further, if no adverse comments are received
during the 45-day comment period and no hearing is requested, authorize
the executive officer to take all steps necessary to complete the
rulemaking and adopt the proposed regulation at section 1708.2 as
noticed for public comment.

Attachment 4 includes a copy of the proposed amendments to CCR section
1708.2.

Discussion and Consideration of Legal Requirements for Nonresident
Pharmacies Including Possible Statutory Change to Require Licensure by the
Pharmacist-in-Charge

Relevant Law

BPC Section 4112 provides that any pharmacy located outside this state that
provides services into California shall be considered a nonresident pharmacy.
Further this section requires licensure as a nonresident pharmacy. The section
also established required disclosure of specified information. Subsection ()
provides that a nonresident pharmacy shall not allow a pharmacist whose
license has been revoked by the board to provide pharmacy-related services
to a person residing in California.

Background
As part of the application process, the nonresident pharmacy is required to

provide the name of the designated pharmacist-in-charge. Under current
law, the PIC is not required to hold a license in California.

The National Associations of Boards of Pharmacy Model Rules include that,
“The ‘Practice of Pharmacy in this State’ includes shipping Prescription Drugs
into this State from another jurisdiction. However, this is not meant to be
construed as a licensure requirement for every Pharmacist that is employed at
a Nonresident Pharmacy unless they are specifically engaged in the Practice
of Pharmacy and provide services to residents in this state.”

States have varying provisions related to the licensure requirements for
pharmacists providing services into their respective jurisdictions. As an
example:

e Oregon law provides that every non-resident pharmacy shall designate
an Oregon licensed Pharmacist-in-Charge, who shall be responsible for
all pharmacy services provided to residents in Oregon, and to provide
supervision and control in the pharmacy.
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e Massachusetts is developing regulations to regulate nonresident
pharmacies. As part of the proposed rules the nonresident pharmacy
will be required to designate a pharmacist that holds a Massachusetts
pharmacist license.

e |lowa provides that every nonresident pharmacy is required to have a
PIC who is either currently licensed to practice pharmacy in lowa or
who is registered with the Board. If the PIC is not currently licensed to
practice pharmacy in lowa and is not registered with the Board, the PIC
must apply for registration as a nonresident PIC. As part of the
registration process, the PIC must complete the Board’s training
module, “lowa Pharmacy Law Bootcamp: Education for lowa
Nonresident Pharmacists,” prior to submission of the application.

e Maryland provides that a nonresident pharmacy shall have a
pharmacist on staff licensed by the Maryland Board of Pharmacy who is
designated as the pharmacist responsible for providing pharmaceutical
services to patients in the state.

e Virginia requires a nonresident pharmacy to designate a pharmacist in
charge who is licensed as a pharmacist in Virginia and is responsible for
the pharmacy’s compliance.

Over the years the Board has disciplined nonresident pharmacies for violations
of California Law. As an example, the Board disciplined Walgreens, including
two nonresident pharmacy permits. At fimes, these nonresident pharmacies
have argued that their actions were in accordance with the pharmacy law of
the state the pharmacy is located within. The Board has also issued citations
against nonresident pharmacies, as an example ESI Mail Pharmacy, Inc., for
violations of California law.

Prior Committee Discussion

During its October meeting the Committee noted the Board’s efforts to
strengthen the requirements for a PIC, to ensure pharmacists appointed as a
PIC in California have a full understanding of the requirements of a PIC and to
empower such individuals to exercise control over the pharmacy operations.
Members also considered if changes were appropriate to the current
regulation of nonresident pharmacies is appropriate to ensure that
Californians who received prescription drugs from nonresident pharmacies
have protections that are similar to those received by resident pharmacies in
California.

Members spoke in support of establishing a requirement for a California
licensed pharmacist to be the PIC of a nonresident pharmacy providing
services to California patients. Members noted some potential challenges with
gaps in care if a nonresident pharmacy does not have such an individual to
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serve in such a capacity as well as the need for a fransition period to allow for
nonresident pharmacies to achieve compliance.

For Committee Consideration and Discussion

Subsequent to the meeting, staff developed possible statutory language that
could be used to facilitate such a requirement. During the meeting it is
recommended that members discuss the language and determine if the
solution offered is appropriate.

Motion: Recommend sponsorship of changes to Business and Professions Code
section 4112 related to legal requirements for nonresident pharmacies to require
licensure by the pharmacist-in-charge consistent with the language presented.

Attachment 5 includes a copy of the draft statutory language.

Discussion, Consideration and Possible Action on Continuing Education
Requirements for Pharmacist and Pharmacy Technicians, Including
Development of Regulation Language to Facilitate Implementation of
Recently Enacted Legislation

Relevant Law

BPC section 4202 establishes the licensure requirements for a pharmacy
technician. As recently amended, this section will require a pharmacy
technician to complete one hour of continuing education in cultural
competency during the preceding renewal.

BPC secftion 4231 establishes the renewal requirements for pharmacists. As
recently amended, this section will require pharmacists to complete at least
one hour of continuing education in a cultural competency course as part of
the required CE for each renewal cycle.

CCR Section 1732.5 further defines the continuing education renewal
requirements for pharmacists.

Background
Assembly Bill 2194 (Ward, Chapter 958, Statutes of 2022) requires, effective

January 1, 2024, pharmacists and pharmacy technicians must complete at
least one-hour course in cultural competency during the two years preceding
the renewal application period. Further, the provisions of the measure prohibit
the Board from renewing a pharmacist or pharmacy technician license unless
the individual has completed the course.

Prior Discussion
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As part of the October 2022 Enforcement and Compounding Committee
Meeting members discussed implementation of AB 2194 and recommended
that implementation be spearheaded by the Licensing Committee. Members
noted the need to amend existing regulation CCR 1732.5 to update the
renewal requirements for pharmacists and the need to establish new
regulation to define the renewal requirements for pharmacy technicians.

During this discussion, it was noted that the Board's prior action to consolidate
all CE related requirements for pharmacists into a single regulation was
previously initiated, but subsequently placed on hold in part because of the
pending changes in AB 2194.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to review the draft
regulatfion language. As proposed, the language amends 1732.5 to
implement the provisions of AB 2194 for pharmacists as well as consolidate the
various CE requirements for pharmacists performing specified functions.

Additionally, the language establishes new regulations defining the continuing
education requirements for pharmacy technicians that mirror the process
used for pharmacist renewal.

During the meeting it is suggested that members review the draft regulation to
determine if the proposed language 