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LICENSING COMMITTEE REPORT
September 4, 2024

Seung Oh, PharmD, Licensee Member, Chairperson
Trevor Chandler, Public Member, Vice-Chairperson
Renee Barker, PharmD, Licensee Member
Jessica Crowley, PharmD, Licensee Member
Satinder Sandhu, PharmD, Licensee Member
Jason Weisz, Public Member

I. Call to Order and Establishment of Quorum

Il. Public Comment on ltems 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 and 11125.7(a).)

lll. Discussion and Consideration of Proposed Amendments to Pharmacy Law to
Transition to a More Robust Standard of Care Model for Some Pharmacist-
Provided Patient Care Services

Relevant Law

Former BPC section 4301.3 required the Board to discuss whether moving to a
standard of care enforcement model would be feasible and appropriate for
the regulation of pharmacy, and to make recommendations to the
Legislature about the outcome of its discussions through a report submitted to
the Legislature on or before July 1, 2023.

BPC sections 4052 — 4052.10 generally establish the scope of practice for
pharmacists.

BPC section 4301, subdivisions (v) and (w) establish as unprofessional conduct,
actions or conduct that would subvert the efforts of a pharmacist or
pharmacist-in-charge, to comply with laws and regulations, or exercise
professional judgment, including creating or allowing conditions that may



https://leginfo.legislature.ca.gov/faces/codes_displayText.xhtml?lawCode=BPC&division=2.&title=&part=&chapter=9.&article=3.
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?lawCode=BPC&sectionNum=4301.
https://www.pharmacy.ca.gov

interfere with a pharmacist’s ability to practice with competency and safety
or creating or allowing an environment that may jeopardize patient care.

BPC section 4306.5 establishes as unprofessional conduct acts or omissions
that involve, in whole or in part, the inappropriate exercise of a pharmacist’s
education, tfraining, or experience as a pharmacist, whether or not the act or
omission arises in the course of the practice of pharmacy or the ownership,
management, administration, or operation of a pharmacy or other entity
licensed by the Board. The section further establishes as unprofessional
conduct failure of a pharmacist to exercise or implement their best
professional judgment or corresponding responsibility with regard to the
dispensing or furnishing of controlled substances, dangerous drugs, or
dangerous devices, or with regard to the provision of services. Also, the
section provides that the failure to consult appropriate patient, prescription, or
other records pertaining to the performance of any pharmacy function is
unprofessional conduct, as is the failure to maintain and retain appropriate
patient-specific information pertaining to the performance of any pharmacy
function.

Background
Consistent with the legislative mandate of former BPC section 4301.3, the

Board established an ad hoc committee to evaluate the issue and submitted
its report as required. The Board’s final recommendations included that the
hybrid enforcement model used by the Board remains appropriate for the
practice of pharmacy for consumer protection. The Board also noted that,
based on the information received and considered, California patients would
benefit from pharmacists gaining additional independent authority to provide
patient care services, not limited to the traditional dispensing tasks performed
at licensed facilities, consistent with their respective education, training, and
experience.

The Board further recommended revisions to certain provisions detailing a
pharmacist’s authorized scope of practice for specified clinical patient care
services and fransition to a standard of care model for provisions of specified
patient care services where sufficient safeguards are in place to ensure
pharmacists retain autonomy to utilize professional judgment in making
patient care decisions. The Board concluded that under those conditions,
transitioning to greater use of a standard of care model in the provision of
specified patient care services could benefit patients by providing expanded
and timely access to patient care from suitably educated, trained, and
experienced health care providers.
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More recently, during the April 2024 meeting, members considered draft
statutory language. Provided below are highlights of the proposed changes
and the relevant sections of law.

BPC section 4052: Consolidates various provisions of Pharmacy Law into this
section and simplifies the language. Further, would make the following
changes:

1. Would expand provisions for pharmacists to perform CLIA waived tests,
beyond those currently allowed in BPC section 4052.4.

2. Would allow a pharmacist to perform a therapeutic inferchange under
specified conditfions.

3. Would establish authority for pharmacists to furnish FDA approved or
authorized medication that is preventative or does not require a
diagnosis under specified conditions.

4. Would expand upon pharmacists’ current authority to administer
biologics and would allow a pharmacist to furnish an FDA approved or
authorized noncontrolled medication for the treatment of minor, non-
chronic health conditions or for which a CLIA waived test provides
diagnosis and the treatment is limited in duration.

5. Would expand current authority for pharmacists to complete missing
information on a noncontrolled medication if there is evidence to
support the change.

6. Would expand authority for pharmacists to substitute medications that
are generally considered interchangeable (i.e., if insurance will only
cover one medication but an interchangeable medication was
prescribed).

7. Would allow for medication therapy management and adjust
treatments to manage chronic conditions diagnosed by a prescriber to
optimize drug therapy (i.e., adjusting medication dosing in response to
laboratory results such as for warfarin, or medication to better control
diabetes).

As part of its prior discussion, members noted that the transition to a more
robust standard of care model for pharmacists should be included as part of
the Board's sunset report. As previously noted, the draft proposed language
does not remove specific authorities for pharmacists that currently exist, but
rather, expands the language and removes some of the prescriptive
authorities that currently exist. Members noted that the transition to the
standard of care as proposed provided for more patient-focused care with
individual pharmacists making the decision how to care for a patient.
Members generally agreed that pharmacists need more flexibility to take care
of patients with some concern noted that pharmacists in some environments
may not have sufficient autonomy to use their professional judgment or
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access to necessary medical information to make appropriate patient care
decisions.

In prior discussions, members of the public spoke generally in support of the
proposal and also noted the need to make conforming changes in other
areas of California law, including provisions in the Health and Safety Code.

More recently during the July 2024 Committee meeting, members were
advised that staff are seeking information on California’s DxF Data Sharing
Agreement, which is the first-ever, required statewide data sharing
agreement in California, which may allow for use of an existing platform to
facilitate coordination of care envisioned in the proposal.

In preparation for the Board's upcoming sunset report, and to ensure sufficient
time to finalize proposed statutory changes, members have considered the
legislative proposal on several occasions further refining the language.
Changes previously made to the language were made to address some of
the concerns raised by members including liability issues and access to
patient medical records.

More recently, as part of the July 2024 Committee Meeting, members
continued discussion of the proposal and considered both public comment
received during the meeting and written comments received in advance of
the meeting. Members noted agreement with some of the comments made
and requested that staff make updates to the language consistent with the
Committee’s comments.

For Committee Consideration and Discussion

In preparation for the meeting, staff coordinated with President Oh to update
the language to incorporate discussion from the committee. Changes made
to the language include the following:

1. Nonsubstantive changes

2. Restructuring to include the provisions for coordination of care into a
standalone provision (see BPC 4052(e))

3. Incorporating ACIP recommendation to provisions related to immunization
authority (see BPC 4052(a)(16))

4. Explicit language regarding the Board’s autonomous authority to define or
interpret Pharmacy law (see BPC 4052(d))

5. Language defining “standard of care” (see BPC 4051(b)(4))

Attachment 1 includes a copy of the updated draft statutory proposal that is
being provided to assist with the Committee’s discussion. Changes to the
proposal are illustrated with yellow highlighting.
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IV. Future Committee Meeting Dates
October 17, 2024

V. Adjournment
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Attachment 1



Proposal to Amend Business and Professions Code Section 4052.
(a) Notwithstanding any other law, a pharmacist may do all of the following:

(1) Furnish a reasonable quantity of compounded drug product to a prescriber for
office use by the prescriber.

(2) Transmit a valid prescription to another pharmacist.

(3) Administer drugs and biological products that have been ordered by a prescriber.

Section40521. Initiate and perform routine patient ossessmen’r procedures mcluqu
skin puncture and clinical laboratory tests that are classified as waived pursuant to
the federal Clinical Laboratory Improvement Amendments of 1988 (42 (U.S.C. Sec.
263a) and the regulations adopted thereunder by the federal Health Care Financing
Administration as authorized by section 12 06.5 or section 12 06. 6. A pharmacist
exercising these authorities must do so in collaboration with a patient’s primary care
provider or diagnosing prescriber, if applicable.

e@e—eee—ehwe@q—es—@amen%eel-b%eet@F%éQ—Q—Upon po’rlen’r consen’r perform

therapeutic interchanges unless the prescriber has indicated “Do not substitute” “Do
not alter” or similar words or the medical literature does not support such a change.
Such interchanges include, but are not limited to, use of biosimilars, different dosage
forms, drugs within the same drug classification, and generic substitutions intfended to
optimize patient care.

(6) Perform procedures or functions as authorized by Section 4052.6.

(7) Manufacture, measure, fit to the patient, or sell and repair dangerous devices, or
furnish instructions to the patient or the patient’s representative concerning the use of
those devices.

(8)
e|+seese—meﬂegemem—enel—ehseese—|er@+eﬁhen Prescrlbe over-the- counTer

medications if requested.

(9) Provide professional information, including clinical or pharmacological
information, advice, or consultation to patients and ether health care professionals,
and participate in multidisciplinary review of patient progress, including appropriate
access to medical records.

(10) Furnish FDA approved or authorized medications as part of preventative health

core serwces that do no’r requwe a dloqnoas—me—ehemqeelsi—sheﬂ—neh%#he




a medication for off-label use.

(11) Furnish an FDA approved or authorized noncontrolled medication for the
freatment of conditions that

(a) are minor, non-chronic health conditions

(b) or for which a CLIA waived test provides diagnosis and the tfreatment is
limited in duration.

(13) Initiate, adjust, or discontinue drug therapy for a patient under any of the
following:

(A) A collaborative practice agreement with any health care provider with
prescriptive authority. The collaborative practice agreement may be between a
single or multiple pharmacists and a single or multiple health care providers with
prescriptive authority.

(B) Pursuant to an order or authorization made by the patient’s prescriber and in
accordance with the policies, procedures, or protocols of the entity providing
health care services unless a patient’s treating prescriber otherwise prohibits such
action.

(14) Provide medication used to treat substance use disorder-assisted-treatment
pursgant-to-a-state-protocol; to the extent authorized by federal law.

(15) Complete missing information on a prescription for a noncontrolled medication if
there is evidence to support the change.




(16) Initiate and administer any FDA approved or authorized immunization for persons
three vears of age and older consistent with Advisory Committee on Immunization
Practices recommendations.

(17) Adjust prescription treatment drug regimens consistent with the current standard
of care for management of medicationtherapy-managementreviewsfor chronic
conditions. A pharmacist exercising these authorities must do so in collaboration with
a patient’s primary care provider or diagnosing prescriber, if applicable.

(b) A pharmacist who is authorized to issue an order to initiate or adjust a controlled
substance therapy pursuant to this section shall personally register with the federal Drug
Enforcement Administration.

(c) This section does not affect the applicable requirements of law relating to either of
the following:

(1) Maintaining the confidentiality of medical records.
(2) The licensing of a health care facility.

(d) Nothing in this section shall be construed as establishing an obligation on a
pharmacist to perform or provide a service or function authorized by subdivision (q)
where the pharmacist has made a professional determination that (1) they lack
sufficient education, training, or expertise, or access to sufficient patient medical
information, to perform such service or function properly or safely; or (2) performing or
providing such service or function would place a patient at risk.

(e) Where applicable, the pharmacist shall notify the patient’s primary care provider of
any drugs or devices furnished to the patient, or enter the appropriate information in a
patient record system shared with the primary care provider, as permitted by that
primary care provider. If the patient does not have a primary care provider, the
pharmacist shall provide the patient with a written or elecironic record of the drugs or
devices furnished and advise the patient to consult a physician of the patient’s choice.

Amend BPC 4050 as follows:

(a) In recognition of and consistent with the decisions of the appellate courts of this
state, the Legislature hereby declares the practice of pharmacy to be a profession.

(b) Pharmaey Pharmacist practice is a dynamic, patient-oriented health service that
applies a scientific body of knowledge to improve and promote patient health by
means of patient-care activities to optimize appropriate drug use, drug-related
therapy, disease management and prevention, and communication for clinical and
consultative purposes. Pharmacy Pharmacist practice is continually evolving to include
more sophisticated and comprehensive patient care activities.




(c) The Legislature further declares that pharmacists are health care providers who
have the authority to provide health care services.

(d) No state agency other than the board may define or interpret Pharmacy Law and
its requlations for those licensed pursuant to the provisions of this chapter or develop
standardized procedures and protocols pursuant to this chapter, unless so authorized
by this chapter, or specifically required under state or federal statute. "State agency”
includes every state office, officer, department, division, bureau, board, authority and
commission.

Amend BPC 4051 as follows:

(a) Except as otherwise provided in this chapter, it is unlawful for any person to
manufacture, compound, furnish, sell, or dispense a dangerous drug or dangerous
device, or to dispense or compound a prescription pursuant fo Section 4040 of a
prescriber unless he or she is a pharmacist under this chapter.

(b) Notwithstanding any other law, a pharmacist may authorize the initiation of a
prescription, pursuant to Section 4052-3-4052.2-40523-0r4052-6; and otherwise provide
clinical advice, services, information, or patient consultation, as set forth in this chapter,
if all of the following conditions are met:

(1) The clinical advice, services, information, or patient consultation is provided to a
health care professional or to a patient or patient’s agent.

(2) The pharmacist has access to prescription, patient profile, or other relevant
medical information for purposes of patient and clinical consultation and advice.

(3) Access to the information described in paragraph (2) is secure from unauthorized
access and use.

(4) The pharmacist provides the service or activity consistent with accepted standard
of care defined as the degree of care a prudent and reasonable pharmacist
licensed pursuant to this chapter, with similar education, training, and experience
would exercise in a similar situation.

Amend BPC 4036 as follows:

4036. Pharmacist "Pharmacist" means a natural person to whom a license has been
issued by the board, under Section 4200, except as specifically provided otherwise in
this chapter. The holder of an unexpired and active pharmacist license issued by the
board is entitled to practice pharmacy as defined by this chapter, within or outside of

a licensed pharmacy as-authorized-by-this-chapter.

Amend BPC 4040 as follows:
(a) “Prescription” means an oral, written, or electronic transmission order that is both of
the following:



(1) Given individually for the person or persons for whom ordered that includes all of
the following:

(A) The name or names and address of the patient or patients.

(B) The name and quantity of the drug or device prescribed and the directions for
use.

(C) The date of issue.

(D) Either rubber stamped, typed, or printed by hand or typeset, the name,
address, and felephone number of the prescriber, the prescriber’s license
classification, and the prescriber’s federal registry number, if a controlled
substance is prescribed.

(E) A legible, clear notice of the condifion or purpose for which the drug is being
prescribed, if requested by the patient or patients.

(F) If in writing, signed by the prescriber issuing the order, or the certified nurse-
midwife, nurse practitioner, physician assistant, or naturopathic doctor who issues
a drug order pursuant to Section 2746.51, 2836.1, 3502.1, or 3640.5, respectively, or

the pharmacist who issues a drug order pursuantto-Section40521-40522or
4052:6.

(2) Issued by a physician, dentist, optometrist, doctor of podiatric medicine,
veterinarian, or naturopathic doctor pursuant to Section 3640.7 or, if a drug order is
issued pursuant to Section 2746.51, 2836.1, 3502.1, or 3460.5, by a certified nurse-
midwife, nurse practitioner, physician assistant, pharmacist, or naturopathic doctor

licensed in this state; orpurssant-to-Section4052.1,4052.2, or 40526 by-a-pharmacist

licensed in this state.

(b) Notwithstanding subdivision (a), a written order of the prescriber for a dangerous
drug, except for any Schedule Il controlled substance, that contains at least the name
and signature of the prescriber, the name and address of the patient in a manner
consistent with paragraph (2) of subdivision (a) of Section 11164 of the Health and
Safety Code, the name and quantity of the drug prescribed, directions for use, and the
date of issue may be freated as a prescription by the dispensing pharmacist as long as
any additional information required by subdivision (a) is readily retrievable in the
pharmacy. In the event of a conflict between this subdivision and Section 11164 of the
Health and Safety Code, Section 11164 of the Health and Safety Code shall prevail.

(c) “Electronic transmission prescription” includes both image and data prescriptions.
“Electronic image transmission prescription” means any prescription order for which a
facsimile of the order is received by a pharmacy from a licensed prescriber. “Electronic
data transmission prescription” means any prescription order, other than an electronic
image fransmission prescription, that is electronically transmitted from a licensed
prescriber to a pharmacy.

(d) The use of commonly used abbreviations shall not invalidate an otherwise valid
prescription.




































Amend BPC 4064 as follows:

(a) A prescription for a dangerous drug or dangerous device may be refilled without
the prescriber’s authorization if the prescriber is unavailable to authorize the refill and if,
in the pharmacist’s professional judgment, failure to refill the prescription might interrupt
the patient’s ongoing care and have a significant adverse effect on the patient’s well-
being.

(b) The pharmacist shall inform the patient that the prescription was refilled pursuant to
this section.

(c) The pharmacist shall inform the prescriber within a reasonable period of time of any
refills dispensed pursuant to this section.

(e) The prescriber shall not incur any liability as the result of a refilling of a prescription
pursuant to this section.

(f) Notwithstanding Section 4060 or any other law, a person may possess a dangerous
drug or dangerous device furnished without prescription pursuant to this section.

Amend BPC 4064.5 as follows:

(a) A pharmacist may dispense not more than a ?0-day supply of a dangerous drug
other than a controlled substance pursuant to a valid prescription that specifies an
initial quantity of less than a ?0-day supply followed by periodic refills of that amount if
all of the following requirements are satisfied:

(1) The patient has completed an initial 30-day supply of the dangerous drug.

(2) The total quantity of dosage units dispensed does not exceed the total quantity of
dosage units authorized by the prescriber on the prescription, including refills.

(3) The prescriber has not specified on the prescription that dispensing the
prescription in an initial amount followed by periodic refills is medically necessary.

(4) The pharmacist is exercising his or her professional judgment.



(b) For purposes of this section, if the prescription confinues the same medication as
previously dispensed in a 20-day supply, the initial 30-day supply under paragraph (1) of
subdivision (a) is not required.

(c) A pharmacist dispensing an increased supply of a dangerous drug pursuant to this
section shall notify the prescriber of the increase in the quantity of dosage units
dispensed.

(e) This section shall not apply to psychotropic medication or psychotropic drugs as
described in subdivision (d) of Section 369.5 of the Welfare and Institutions Code.

(f) Except for the provisions of subdivision (d), this section does not apply to FDA-
approved, self-administered hormonal contraceptives.

(1) A pharmacist shall furnish or dispense, at a patient’s request, up to a 12-month
supply of an FDA-approved, self-administered hormonal contraceptive pursuant fo a
valid prescription that specifies an initial quantity followed by periodic refills.

(3) Nothing in this subdivision shall be construed to require a pharmacist to dispense
or furnish a drug if it would result in a violation of Section 733.

(g) Nothing in this section shall be construed to require a health care service plan,
health insurer, workers' compensation insurance plan, pharmacy benefits manager, or
any other person or entity, including, but not limited to, a state program or state
employer, to provide coverage for a dangerous drug in a manner inconsistent with a
beneficiary’s plan benefit.
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