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LICENSING COMMITTEE REPORT
October 18, 2022

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

I. Callto Order and Establishment of Quorum
Il. Public Comment for tems 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(a).)

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

IV. Discussion and Consideration of Possible Statutory Proposal to Expand Current
Pharmacy Technician Authorized Duties and Current Pharmacist to Pharmacy
Technician Ratio

Relevant Law

BPC 4038 provides the definition of a pharmacy technician as an individual
who assists a pharmacist in a pharmacy in the performance of his or her
pharmacy related duties.

BPC 4115 specifies that a pharmacy technician may perform packaging,
manipulative, repetitive or other nondiscretionary tasks, only while assisting,
and while under the direct supervision and control of a pharmacist. This
section provides authority that a pharmacy technician working in a licensed
health care facility may also package emergency supplies; seal emergency
containers; perform monthly checks of drug supplies stored throughout the
facility. The section further provides that unless otherwise indicated, the rafio
of pharmacists to pharmacy technicians is generally 1:1 for the first


https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=4038.&lawCode=BPC
https://leginfo.legislature.ca.gov/faces/codes_displaySection.xhtml?sectionNum=4115.&lawCode=BPC
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pharmacist in community pharmacy, with the ratio of each additional
pharmacist becomes 1:2.

BPC Section 4118.5 provides authority for a pharmacy technician to perform
the task of obtaining an accurate medication profile or list for a high-risk
patient under specified conditions.

Title 16, CCR section 1793.2 identifies specific duties that may be performed
by a pharmacy technician. Duties include:
e Removing the drug from stock
Counting, pouring, or mixing pharmaceuticals
Placing the product into a container
Affixing labels to the container
Packaging and repackaging

Title 16, CCR Section 1793.7 further establishes a ratio of not less than one
pharmacist on duty for a total of two pharmacy technicians on duty while
performing specified functions in specified licensed health facilities.

Title 16, CCR Section 1793.8 establishes the provisions for a general acute care
hospital to establish program allowing a pharmacy technician to check the
work of another pharmacy technician in connection with the filling of floor
and ward stock and unit dose distribution systems under specified conditions.

Background
In preparation for the Committee’s April Pharmacy Technician Summit, the

Committee requested listening sessions to solicit feedback from pharmacists
and pharmacy technicians on several items related to potential changes to
authorized functions. In addition to the sessions, online surveys were also
created to provide another means for pharmacists and pharmacy
technicians to provide feedback.

Twelve listening sessions were convened over a five-week period including a
combination of morning and evening sessions on various days of the week,
and weekends. Chairperson Veale moderated the meetings. To standardize
the information received, participants in the listening sessions were asked the
same questions as those included in the online survey.

As part of the April Summit, the Committee reviewed the results of the
information provided from pharmacy technicians and pharmacists and
research in various related areas. The discussion covered various topics
including:

e Possible new duties for pharmacy technicians
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e Possible functions that would allow for supervision by another
technician

e Perceptions of pharmacist oversight of pharmacy technicians

e Perceptions of training for pharmacy technicians

e |dentification of the biggest challenges identified

e Perceptions of remote work by pharmacy technicians

As part of the July Committee Meeting, members continued its evaluation
including consideration of additional policy questions. Committee members
appeared to reach consensus that the following duties may be appropriate
to add to the authorized duties of a pharmacy technician:
1. Authority to administer vaccinations.
2. Authority to receive verbal prescriptions and transfers and accept
clarifications on prescriptions.

3. Authority to perform some aspects of CLIA waived testing.

The Committee further provided that the additional duties could only be
completed under specified conditions including:
1. The pharmacist-in-charge has determined that the pharmacy technician is

competent to perform such tasks.

2. The pharmacy schedules another pharmacy technician to assist the
pharmacist, thereby increasing the pharmacist to pharmacy technician ratio
under this scenario.

3. The pharmacy technician is certified and has completed at least six hours of
training approved by ACPE including hands-on injection technique and the
treatment of emergency reactions to vaccines.

Following discussion members directed staff to develop a statutory proposal
that could be used to facilitate policy changes.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to review the draft
statutory proposal to confirm if the policy direction included is consistent with
the direction provided by the Committee.

Attachment 2 includes a copy of the draft proposal.

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)

Relevant Law
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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.

Cdlifornia 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 notes 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 establish flexibility in the regulation for furnishing
of additional opioid antagonists approved by the FDA.

For Committee Consideration and Discussion

Licensing Committee Chair Report
October 19, 2022
Page 4 of 13


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
https://govt.westlaw.com/calregs/Document/IFDCF34B34C8111EC89E5000D3A7C4BC3?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=(sc.Default)
https://www.cdph.ca.gov/Programs/CCDPHP/sapb/Pages/Naloxone-Standing-Order.aspx
https://www.fda.gov/news-events/press-announcements/fda-approves-higher-dosage-naloxone-nasal-spray-treat-opioid-overdose

VI.

Dr. James Gasper, PharmD., Psychiatric and Substance Use Disorder
Pharmacist, will assist staff with the development of revisions to California
Code of Regulations section 1746.3. It is anficipated that the proposed
regulation changes will include expansion of the provisions related to the
authorized product and streamlining of the process, reflecting the changes in
availability of opioid antagonist in communities.

Staff will work with the Committee Chair and coordinate review with other
entities including the Medical Board. It is anficipated that the draft regulation
will be presented for the Committee’s consideration as part of its January
2023 meeting.

Discussion and Consideration of Proposal to Establish Requirements for a
Pharmacist-in-Charge

Relevant Law

There are several provisions within Pharmacy Law and its regulations
establishing requirements for a pharmacist-in-charge (PIC), including the roles
and responsibilities, etc. Two main provisions include:

1. BPC section 4036.5 defines a “pharmacist-in-charge” as a pharmacist
proposed by a pharmacy and approved by the board as the supervisor or
manager responsible for ensuring the pharmacy’s compliance with alll
state and federal laws and regulations pertaining to the practice of
pharmacy.

2. BPC section 4113 provides in part that every pharmacy shall designate a
PIC. Further, the pharmacy is responsible for compliance with all state and
federal laws and regulations pertaining to the practice of pharmacy.

In addition to relevant sections of law, the Board also designated a
precedential decision (Sternberg v. California State Board of Pharmacy (2015)

239 Cal.App.4th 1159 California Court of Appeal, Second District, Division Eight,

Case No. B255865) that confirmed that a pharmacist-in-charge of a
pharmacy could be disciplined for a pharmacy’s violation of Section 4081
resulting from a pharmacy technician’s theft of controlled substances without
the pharmacist having actual knowledge of, or authorizing, the violations.

Background
During its recent strategic planning session, the Board established a strategic

objective to determine if the application requirements for a PIC are
appropriate to ensure sufficient knowledge, skills and abilities for individuals
seeking to serve as a PIC.
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In prior discussions members noted that it is not uncommon for investigations
to substantiate violations where a pharmacist may be designated as a PIC in
name only or the designated PIC fails to exercise appropriate oversight of the
operations. Although the egregiousness of the violations varies there are many
instances where such an individual pharmacist ultimately is disciplined
including losing their pharmacist license through the administrative process.

Summary of Prior Discussion and Action

As part of the January 2022 Board Meeting, members considered a

recommendation from the Licensing Committee to establish requirements for

a pharmacist-in-charge. Specifically, members reviewed a draft attestation

included in the meeting materials which states the following:
| certify under penalty of perjury under the laws of the State of California
that | understand and accept the responsibility for the above referenced
pharmacy’s compliance with all state and federal laws and regulations
pertaining to the practice of pharmacy as required in Business and
Professions Code section 4113(c). Further, | understand it is unlawful for any
pharmacy owner to commit any act that would subvert or tend to subvert
the efforts of me as the pharmacist-in-charge to comply with the laws
governing the operation of the pharmacy as provided in Business and
Professions Code section 4330(b).

Members noted agreement with the attestation language and determined
that completion of the attestation is appropriate every fime a pharmacist is
appointed as a PIC.

Members also considered a recommendation from the Licensing Committee
regarding development of a board provided fraining program for PICs with
the following components:

Legal requirements for a PIC and the Sternberg decision.

Legal requirements and overview of the self-assessment process.
Information on how to prepare for an inspection.

Legal prohibition for a pharmacy owner to subvert or tend to subvert
the efforts of a PIC to comply with the laws governing the operation of
a pharmacy.

5. Top violations that result in the issuance of a citation and fine.

roobd -~

Members noted agreement with the proposed fraining program and after
consideration determined that the training should be provided by the Board.
Further, after discussion and consideration, the Committee determined the
training should be required to be completed within the last two years prior to
appointment.
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VII.

Following the Board’s action, the rulemaking materials were submitted to the
Department and staff have developed the training course outline and
materials.

For Committee Consideration and Discussion

Following discussion, the Board voted to initiate a rulemaking to amend CCR
Section 1709.1. As part of its review, the Department has suggested additional
changes to the language to provide clarification on the attestation statement
and process and to include the name of the training program. Atachment 3
includes the revised language for the Committee’s consideration. The revised
text is reflected in double underline.

Should 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 1709.1 as proposed to be amended. 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 1709.1 as noticed for public comment.

Further, it may be appropriate to consider if a delayed implementation is
appropriate to allow impacted individuals the opportunity to complete the
training. Should the Committee agree, the following motion could be used to
establish the effective date of the revised regulation.

Possible Motion: Recommend establishment of an effective date six
months following approval of the amendments to CCR section 1709.1 by
the Office of Administration Law.

Discussion and Consideration of Discontinuance of Business by a Pharmacy
and Potential Changes to Pharmacy Law to Ensure Continuity of Patient Care

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.
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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 fransaction.

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 confinuity of patient care.
Related to this, at fimes 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 fransferred 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 continuity 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 fransfer of records or prescriptions for ongoing patients. Within
five (5) days of its provision to the pharmacy's ongoing patients, Respondent shalll
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.

For Committee Consideration and Discussion

During the meeting members will have the opportunity to discuss the issue to

determine if changes to the Board's current regulations are appropriate, or if

in the interest of facilitating continuity of patient care, additional regulation is

needed. To assist in the Committee’s discussion, below are some policy

questions for consideration.

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

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 nofification?

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
operations related to prescription dispensing but maintains the
compounding portion of the business. In such an instance should the
Board establish nofification requirements to patients in advance of the
transaction to ensure patients are aware of the transition in care?

»

Discussion and Consideration of Legal Requirements for Nonresident
Pharmacies include Possible 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:
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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.

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
designate 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.

For Committee Consideration and Discussion

As the Board seeks to strengthen the requirements for a pharmacist-in-charge,
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, it appears appropriate to
consider if changes are necessary to ensure that Californians who receive
prescription drugs from nonresident pharmacies have protections that are
similar to those received by resident pharmacies in California.

Licensing Statistics
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Licensing statistics for first quarter of fiscal year 2022/2023 is provided in
Attachment 4.

Since July 1, 2022, the Board has received 4,561 initial applications,

including:

o 985 intern pharmacists

o 772 pharmacist exam applications (296 new, 476 retake)

» 53 advanced practice pharmacists

« 1,405 pharmacy technicians

o 90 community pharmacy license applications (89 PHY - 9 chain,
80 nonchain, 1 PHR)

o 16 sterile compounding pharmacy license applications (11 LSC, 5 NSC)

e 25 nonresident pharmacy license applications

e 4 hospital pharmacy license applications

Since July 1, 2022, the Board has received 124 requests for
temporary site license applications, including:

o 65 community pharmacy license applications

o 10 sterile compounding pharmacy license applications
e 16 nonresident pharmacy license applications

« 3 hospital pharmacy license applications

As of September 30, 2022, the Board has issued 3,079 individual licenses,
including:

e 970 intern pharmacists

e 735 pharmacists

e 46 advanced practice pharmacists

o 1,211 pharmacy technicians

As of September 30, 2022, the Board has issued 129 site licenses without
temporary license requests, including:

o 37 automated drug delivery systems (35 AUD, 2 APD)

e 16 community pharmacies

o 0 hospital pharmacies

As of September 30, 2022, the Board has issued 91 temporary site licenses,
including:

e 55 community pharmacies

o 3 hospital pharmacies

Processing Times
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Deficiency

Application | Application Mail

Processing Processing Processing Deficiency Mail

Times as of | Times as of Times as of Processing Times
Site Application Type | 7/8/2022 10/10/2022 7/8/2022 as of 10/10/2022
Pharmacy 81 95 64 70
Nonresident 99 112 114 119
Pharmacy
Sterile Compounding 262 191 281 192
Nonresident Sterile 148 242 Mail combined | Mail combined
Compounding with Sterile with Sterile
Outsourcing Current Current Current Current
Nonresident 221 315 Current 180
Outsourcing
Hospital Satellite
Compounding Current Current 59 146
Pharmacy
Hospital 9 83 72 50
Clinic 79 48 10 Current
Wholesaler 25 87 Current 47
Nonresident Combined with
Wholesaler 23 71 Current Wholesaler
Thlrd_-Por’ry Logistics Current 57 Current Combined with
Provider Wholesaler
Nonresident Third- Combined with
Party Logistics 30 48 Current

4 Wholesaler

Provider
Au’r_omo’red Drug Current 31 Current Current
Delivery System
Ay’romq’red Patient Current Current Current Current
Dispensing System
Emergency Medical
Services Automated Current Current Current Current

Drug Delivery System
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Application | Application | Deficiency Deficiency Mail
Processing | Processing | Mail Processing | Processing
Individual Times as of | Times as of | Times as of Times as of
Application Type 7/8/2022 10/10/2022 | 7/8/2022 10/10/2022
Exam Pharmacist 46 10 Current 5
P.hormoas’r Inifi Current Current n/a n/a
Licensure
Advanced
Practice 21 5 Current Current
Pharmacist
Intern Pharmacist 14 6 Current 3
Phormg_cy 14 13 8 Current
Technician
Designated . 37 116 Current 47
Representative
: Combined with [ Combined with
Designated : .
. 81 111 Designated Designated
Represenatives-3PL . .
Representative | Representative
Designated Combined with [ Combined with
Representatives- 22 94 Designated Designated
Reverse Distributor Representative | Representative
Desianated Combined with [ Combined with
9 . Current 53 Designated Designated
Paramedic . .
Representative | Representative
IX. Future Committee Meeting Dates

January 24, 2023
April 12, 2023
July 19, 2023
October 11, 2023

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

2720 Gateway Oaks Drive, Suite 100

Department of Consumer Affairs

Sacramento, CA 95833 Gavin Newsom, Governor
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Cadlifornia State Board of Pharmacy
Department of Consumer Affairs
DRAFT Licensing Committee Meeting Minutes

Date: July 18, 2022

Location: Pursuant to the provisions of Government Code
section 11133, neither a public location nor
teleconference locations are provided.

Board Members

Present: Seung Oh, Licensee Member, Chair
Jig Patel, Licensee Member, Vice-Chairperson
India Cameron-Banks, Public Member
Jessi Crowley, Licensee Member

Board Members
Not Present: Jason Weisz, Public Member

Staff 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 Oh called the meeting to order at approximately 2:02 a.m. As
part of the opening announcements, Chairperson Oh reminded everyone
that the Board is a consumer protection agency charged with
administering and enforcing Pharmacy Law. Department of Consumer
Affairs’ staff provided instructions for participating in the meeting.

Roll call was taken. Members present: Jig Patel, Licensee Member; Indira
Cameron-Banks, Public Member; Jessi Crowley, Licensee Member; and
Seung Oh, Licensing Member. A quorum was established.

Public Comments on ltems Not on the Agenda/Agenda ltems for Future
Meetings

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



www.pharmacy.ca.gov

Approval of the April 19, 2022, Licensing Committee Meeting Minutes

Members were provided the opportunity to provide comments on the
draft minutes; however, none were provided.

Motion: Approve the January 19, 2022, Licensing Committee meeting
minutes.
M/S: Patel/Cameron-Banks

Members of the public were provided the opportunity to provide public
comments; however, no comments were provided.

Support: 3 Oppose: 0 Abstain: 1 Not Present: 1
Board Member Vote
Cameron-Banks | Support
Crowley Abstain
Oh Support
Patel Support
Weisz Not present

Discussion and Consideration and Business and Professions Code section
4111 Related to Ownership Prohibitions of Pharmacy Licensure Including
Possible Changes

Chairperson Oh advised Business and Professions Code (BPC) Section 4111
specifies that the Board shall not issue or renew a license to conduct a
pharmacy to an individual authorized to prescribe as well as to a person
who shares a community or other financial interest with a prescriber. Dr. Oh
referenced meeting materials that provided background and historical
information. Chairperson Oh noted California is a community property
state which generally means property acquired by either spouse during a
marriage is presumed to be equally owned by both spouses excluding
some exceptions (e.g., prenuptial agreements, etc.).

Chairperson Oh referred to the meeting materials to provide historical
information related to the application process and assessment of
prescriber ownership prohibition. Dr. Oh noted as the Board became more
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adept at evaluating information, it discovered that some representations
made by applications were not substantiated by requested information.

Chairperson Oh advised the Committee would review the current
provisions included in BPC 4111 and determine if the current provisions are
appropriate, or if there is a means by which the legislative intent could be
preserved while creating flexibility for an otherwise authorized individual to
owner or operate a pharmacy. Dr. Oh advised the meeting materials
contained possible draft language that demonstrates a possible way to
balance the intent of the provisions of BPC 4111 while establishing some
flexibility for ownership for individuals seeking to own pharmacies with
familial relationships to a prescriber.

Possible amendment to BPC Section 4111

(a) Except as otherwise provided in subdivision (b), (d), or (e), the
board shall not issue or renew a license to conduct a pharmacy to
any of the following:
(1) A person or persons authorized to prescribe or write a
prescription, as specified in Section 4040, in the State of California.

(2) A person or persons with whom a person or persons specified in
paragraph (1) shares a community or other financial interest in the
permit sought unless both the person or persons specified in
paragraph (1) and the person seeking a license to conduct
pharmacy provide statements disavowing any community or
financial interest on behalf of the person or persons specified in
paragraph (1) and tfransmute any such community property under
the Family Law Codes of the State of California into the separate
property of the person seeking a license to conduct pharmacy. In
addition, the pharmacy seeking a license with an owner specified
in paragraph (1) if such license is granted, shall be prohibited from
filing any prescriptions, emergency or otherwise issued or
prescribed by the person or persons specified in paragraph (1) or
another prescriber at the same place of business as the person
specified in paragraph (1) if the prescriber owns a greater than
10% interest in the practice issuing the prescription.

(3) Any corporation that is controlled by, or in which 10 percent or
more of the stock is owned by a person or persons prohibited from
pharmacy ownership by paragraph (1) or (2).
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(b) Subdivision (a) shall not preclude the issuance of a permit for an
inpatient hospital pharmacy to the owner of the hospital in which it is
located.

(c) The board may require any information the board deems is
reasonably necessary for the enforcement of this section.

(d) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a person licensed on or before August 1, 1981, under
the Knox-Keene Health Care Service Plan Act of 1975 (Chapter 2.2
(commencing with Section 1340) of Division 2 of the Health and
Safety Code) and qualified on or before August 1, 1981, under
subsection (d) of Section 1310 of Title Xlll of the federal Public Health
Service Act, as amended, whose ownership includes persons
defined pursuant to paragraphs (1) and (2) of subdivision (a).

(e) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a pharmacist authorized to issue a drug order pursuant
to Section 4052.1, 4052.2, or 4052.6.

Chairperson Oh thanked staff for preparing draft language. Members
were provided the opportunity to comment.

Chairperson Oh requested Ms. Smiley to explain the documentation that
would be required and sufficient for a spouse of a prescriber. Ms. Smiley
provided the Board is frying to prepare this for the legislature because
there can be different documentation that is required. Ms. Smiley noted
this will help to address if the legislature would want to open some of the
ownership prohibitions since California is a community property state. Ms.
Smiley noted the way the language was drafted is that statements are
provided. The legislature could strengthen that by either requiring a
specific agreement or something similar. Significant to the proposal is to
strengthen the pharmacist’s corresponding responsibility to evaluate
prescriptions of controlled substances. Ms. Smiley noted a statement about
ownership wouldn't consider where a spouse would be looking at the
prescription of another spouse or where the independent duties of the
pharmacist could get influenced by the mairital relationship.

Chairperson Oh summarized the Committee is developing a proposal for
the legislature as it is their duty to update and codify. Member Patel
commented the language is ready to move forward. Ms. Sodergren
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clarified with Member Patel the intfent of the motion was to support policy
changes as specified. Dr. Crowley inquired about the difference between
supporting legislation and supporting policy change. Ms. Sodergren
clarified when the Board sponsors legislation, the Board is the primary driver
behind the changes in the law.

Chairperson Oh inquired if the Board could seek changes. Ms. Sodergren
provided the Board can convey its policy without sponsoring legislation.

Motion:

To support policy changes to BPC 4111 as recommended and
provided in the meeting materials.

Possible amendment to BPC Section 4111
(a) Except as otherwise provided in subdivision (b), (d), or (e),

the board shall not issue or renew a license to conduct a
pharmacy to any of the following:

(1) A person or persons authorized to prescribe or write a
prescription, as specified in Section 4040, in the State of
California.

(2) A person or persons with whom a person or persons
specified in paragraph (1) shares a community or other
financial interest in the permit sought unless both the person
or persons specified in paragraph (1) and the person
seeking a license to conduct pharmacy provide statements
disavowing any community or financial interest on behalf of
the person or persons specified in paragraph (1) and
fransmute any such community property under the Family
Law Codes of the State of Cdlifornia into the separate
property of the person seeking a license to conduct
pharmacy. In addition, the pharmacy seeking a license with
an owner specified in paragraph (1) if such license is
granted, shall be prohibited from filling any prescriptions,
emergency or otherwise issued or prescribed by the person
or persons specified in paragraph (1) or another prescriber
at the same place of business as the person specified in
paragraph (1) if the prescriber owns a greater than 10%
interest in the practice issuing the prescription.

(3) Any corporation that is controlled by, or in which 10
percent or more of the stock is owned by a person or
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persons prohibited from pharmacy ownership by paragraph
(1) or (2).

(b) Subdivision (a) shall not preclude the issuance of a permit
for an inpatient hospital pharmacy to the owner of the
hospital in which it is located.

(c) The board may require any information the board deems is
reasonably necessary for the enforcement of this section.

(d) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a person licensed on or before August 1, 1981,
under the Knox-Keene Health Care Service Plan Act of 1975
(Chapter 2.2 (commencing with Section 1340) of Division 2 of
the Health and Safety Code) and qualified on or before
August 1, 1981, under subsection (d) of Section 1310 of Title XIlI
of the federal Public Health Service Act, as amended, whose
ownership includes persons defined pursuant to paragraphs
(1) and (2) of subdivision (a).

(e) Subdivision (a) shall not preclude the issuance of a new or
renewal license for a pharmacy to be owned or owned and
operated by a pharmacist authorized to issue a drug order
pursuant to Section 4052.1, 4052.2, or 4052.6.

M/S: Patel/Crowley

Members of the public were provided the opportunity to provide public

comments.

The Committee heard comments from a pharmacist recommending the
Board sponsor legislation noting the critical section of the BPC. The
commenter noted the Board's intent could be confused if someone else is
sponsoring the legislation. The pharmacist noted the policy will be very
confroversial. The commentor noted that BPC section 4111 subsection (e)
states that pharmacists that can prescribe can still own a pharmacy noting
the problem created with AB 1533 when all pharmacists were allowed to
enter into collaborative agreements. The commentor encouraged the
Board to sponsor the legislation and correct BPC section 4111 subsection

(e).
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Ms. Smiley confirmed Members Patel and Crowley removed the motion
and the second of the motion.

Members Crowley and Patel agreed to table the issue until there can be
more of a discussion surrounding the issue of proposed changes to BPC
4111 subsection (e) at the next Licensing Committee meeting.

Discussion, Consideration, and Possible Recommendation to the Board to
Approve Draft Regulations to Implement Provisions of Assembly Bill 107
(Chapter 693, Statutes of 2021) Related to Requirements to Issue a
Temporary License

Chairperson Oh adyvised recently enacted legislation requires the Board to
issue temporary licenses to practice professions under specified conditions
including a background check and passing a California Law and ethics
exam. To implement the legislation, the Board must promulgate regulation
to define the application requirements. Dr. Oh referenced meeting
materials that contained draft regulation language provided to assist with
the discussion. Dr. Oh noted meeting materials highlight some areas where
the draft regulation language would vary from other areas of pharmacy
law, including the requirement to provide the Board with an email address.

Chairperson Oh referred to the language presented on the screen as it
was updated by staff and counsel subsequent to the release of the
meeting materials to ensure consistency with the underlying statute and to
provide additional clarity to the Board's regulated public.

Chairperson Oh highlighted each of the changes contained in the
updated language.

e The language now includes 1706.6 (a)(5) which provides a definition
of “original licensing entity.”

e 1706.6 (b) now includes a listing of each of the individual license
types as opposed to a collective reference to “individual license
types”

e 1707.6 (b)(3) consolidates language related to licensure verification
and good standing.

e 1706.6 (b)(3)(A-E) is new language detailing out the required
elements of the license verification.
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e 1706.6 (b)(4) expands on the additional disclosure requirements,
most notably related to pharmacist actions that would constitute
grounds for denial.

e 1706.6 (b)(5) is new language requiring disclosure of any disciplinary
action from a regulatory entity.

e 1706.6 (c) language is added to incorporate relevant provisions of
statute that detail the content of the CPJE.

e 1706.6 (d) language is added to clarify the provisions under which
expiration of the temporary license will occur.

Chairperson Oh thanked counsel’s efforts to provide comments back on
the draft language to allow for consideration by both the Committee and
subsequent review by the Board Meeting to ensure the regulation process
will be completed by July 1, 2023.

Chairperson Oh noted comfort with the direction of the language and the
provisions included in the new language reviewed. Members were
provided the opportunity to provide comment.

Member Patel inquired if pharmacists would still be required to take the
CPJE. Chairperson Oh confirmed the CPJE must be taken by the
pharmacists.

Member Crowley asked if there was a limit for the number of times a
temporary license as military families move often. Ms. Smiley provided
there is no limit in the statute or regulations. Ms. Tomaselli concurred and
noted if limits were desired, the language would need to be amended to
reflect limits but could conflict with AB 107. Dr. Crowley agreed with the
updated requirements in the language and didn’t think limits were
necessary.

Chairperson Oh asked for the reason to have to write out individual license
type in the regulation as if there are new license types the regulation
would have to be updated. Ms. Tomaselliindicated this factored. Ms.
Sodergren noted the licenses were added to ensure the text was
sufficiently clear for the Office of Administrative Law.

Motion: Recommend to the Board to approve the proposed addition
to Title 16, CCR section 1706.6, Temporary Licenses for Military
Spouses/Domestic Partners as revised on July 15, 2022. Initiate

DRAFT Licensing Committee Meeting Minutes — July 18, 2022
Page 8 of 23



the regular rulemaking process. Delegate to the Executive
Officer the authority to make any non-substantive changes
and clarifying changes consistent with the Board's policy
direction upon recommendation of the control agencies.

Add section 1706.6 to Article 1 of Division 17 of Title 16 of the
California Code of Regulations to read as follows: § 1706.6.
Temporary Licenses for Military Spouses/Domestic Partners

(a) Definitions: For the purposes of this section, the following
definitions shall apply:

(1) “Disciplined” means that the applicant’s license was
placed on probation, revoked, suspended, reproved,
censured, reprimanded, restricted, limited, or
conditioned.

(2) *“Jurisdiction” shall mean a California or another state’s
licensing board or agency, any agency of the federal
government, or another country.

(3) “Disciplinary proceeding” shall mean any proceeding
or investigation under the authority of the licensing
jurisdiction pursuant to which a licensee may be
disciplined.

(4) “"Good standing” shall mean that the applicant has not
been disciplined, is not the subject of an unresolved
complaint or review procedure and is not the subject of
any unresolved disciplinary proceeding.

(5) Original licensing entity that issued a license to the
applicant authorizing the applicant to practice within
the same scope for which the applicant seeks a
temporary license from the Board.

(b) An applicant for a temporary pharmacist, advanced
practice pharmacist, pharmacy technician, designated
representative, designated representative-reverse
distributor, designated representative-3PL or a designated
paramedic license pursuant to section 115.6 of the Business
and Professions Code (“Code”) shall submit a completed
application and meet all of the requirements of this section
and section 115.6 of the Code to be eligible for a
temporary license. A completed application shall provide
the following information:

(1) The applicant’s identifying and contact information:
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(A) Applicant’s full legal name ((Last Name) (First Name)
(Middle Name) and/or (Suffix)),

(B) Other name(s) applicant has used or has been
known by,

(C) Applicant’s address of record (The address of record
may be a post office box number or other alternate
address.),

(D) Applicant’s physical address, if different than the
applicant’s address of record,

(E) Applicant’s email address,

(F) Applicant’s telephone number,

(G) Applicant’s Social Security Number or Individual
Taxpayer Identification Number, and,

(H) Applicant’s birthdate (month, day, and year).

(2) The applicant shall indicate that the applicant is
married to, orin a domestic partnership or other legal
union with, an active-duty member of the Armed Forces
of the United States who is assigned to a duty station in
California under official active-duty military orders and
shall provide the following documentation with the
application:

(A) Certificate of marriage or certified
declaration/registration of domestic partnership filed
with the California Secretary of State or other
documentary evidence of legal union with an
active-duty member of the Armed Forces, and,

(B) A copy of the military orders establishing their spouse
or partner’s duty station in California.

(3) The applicant shall disclose whether the applicant holds
a current, active, and unrestricted license of the same
type of license that the applicant is applying for, or
comparable authority to practice in another state,
district, or territory of the United States and provide
written verification from the applicant’s original licensing
jurisdiction that the applicant’s license or other
comparable authority (“license”) is in good standing in
that jurisdiction. The verification shall include all of the
following:

(A) the full legal name of the applicant and any other
name(s) the applicant has used or has been known
by,
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(B) the license type and number issued to the applicant
by the original licensing jurisdiction, and relevant
law(s) and regulation(s) under which the license was
issued,

(C) the name and location of the licensing agency,

(D) the issuance and expiration date of the license, and,

(E) information showing that the applicant’s license is
currently in good standing.

(4) The applicant shall disclose whether the applicant has
committed an act in any jurisdiction that would have
constituted grounds for denial, suspension, or revocation
of the license pursuant to Sections 141, 480, or 490 of the
Code, or Sections 4300, 4301, 4311 of the Code, or
section 1762 of this Division. For applicants for a
temporary pharmacist license, those applicants shall
also disclose whether the applicant has committed an
act in any jurisdiction that would have constituted
grounds for denial, suspension, or revocation of the
license pursuant to Sections 4305 or 4306.5 of the Code.

(5) The applicant shall disclose whether the applicant has
been disciplined by a licensing entity in another
jurisdiction or is the subject of an unresolved complaint,
review procedure, or disciplinary proceeding
conducted by a licensing entity in another jurisdiction.

(6) The applicant shall submit fingerprints for use by and
accessible to the board in conducting criminal history
information record checks through the California
Department of Justice.

(7) The applicant shall sign a statement attesting to the fact
that the applicant meets all the requirements for the
temporary license, and that the information submitted in
the application is accurate, to the best of the
applicant’s knowledge.

(c) In addition to the above requirements, applicants for a
temporary pharmacist license must successfully complete
the Board’s law and ethics examination designated as the
California Practice Standards and Jurisprudence
Examination (CPJE) for Pharmacists set forth in Section 4200
of the Code, which tests the applicant’s knowledge and
proficiency in state and federal laws and provisions of safe
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patient care, the items set forth in Section 4200.2 and

4200.3 (d) of the Code.

(d) Upon issuance of a temporary license in accordance with
Section 115.6(a) of the Code, the Board shall provide
written notice to the applicant of the following:

(1) That the temporary license is nonrenewable;

(2) That the license expires 12 months after issuance, upon
issuance or denial of a standard license, or upon
issuance or denial of an expedited license pursuant to
Section 115.5 of the Code, whichever occurs first; and,

(3) Any holder of a temporary license desiring to continue
their licensure or to practice in California after expiration
of their temporary license shall apply for and obtain a
standard pharmacist, advanced practice pharmacist,
pharmacy technician, designated representative,
designated representative-reverse distributor,
designated representative-3PL or a designated
paramedic license, as applicable, in accordance with
Sections 4200, 4202, 4210, 4053, 4053.1, 4053.2, and
4202.5 of the Code.

Authority: Sections 115.6 and 4005, Business and Professions
Code.

Reference: Section 30, 31, 115.6, 141, 480, 490, 4200, 4300,
4301, 4301.5, 4305, 4306.5, and 4311, Business and Professions
Code.

M/S: Crowley/Patel

Ms. Tomaselli noted (a)(5) was missing quotation marks around the
definition and the wording “shall mean.” Ms. Sodergren provided the
nonsubstantive changes would be changed at the staff level.

Members of the public were provided the opportunity to provide public
comments. A pharmacist member of the public thanked the Board and
commented in support of the regulation. The pharmacist suggested
exploring additional avenues for verification of licenses as written
verification can be difficult to obtain as well as consider which license is
the original license. The pharmacist inquired about members of the family
being able to use the provision if the military family member is deployed.
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VI.

Support: 4 Oppose: 0 Abstain: 0 Not Present: 1

Board Member Vote
Cameron-Banks | Support
Crowley Support
Oh Support
Patel Support
Weisz Not present

Discussion and Consideration of Current Pharmacy Technician Authorized
Duties, Current Pharmacist to Pharmacy Technician Ratio and Possible
Changes

Chairperson Oh advised the Committee would continue the discussion on
pharmacy technicians, including authorized duties, technician ratios and
possible changes.

Chairperson Oh referenced relevant laws detailed in meeting materials. Dr.
Oh summarized in April the Committee convened a Pharmacy Technician
Summit where the Committee discussed the results of the listening sessions
and surveys, information at the national level, and research on various
related topics. Dr. Oh referenced meeting materials where consensus was
reached in some areas including possible new duties for pharmacy
technicians such as the authority to administer vaccinations, authority to
receive verbal prescriptions and transfers, and authority to perform some
aspects of CLIA waived testing. Dr. Oh suggested the Committee contfinue
the discussion by considering the policy questions detailed in the report
and displayed on the meeting slides.

Policy Question #1: As there appears to be general agreement about
potential expanded duties, is it appropriate to request that staff develop
possible statutory language for future review by the Commitiee?

Chairperson Oh noted agreement from members.

Member Crowley indicated hesitancy as more discussion needs to be
done to discuss roles and evaluate the outcome of the Medication Error
Reduction and Workforce Committee.

Member Patel commented issues had been discussed in prior meetings

starting with one subject at a time. Member Patel provided the example of
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vaccines where other vaccinations could be added to the COVID
vaccine as pharmacy technicians showed interest in adding this task.
Member Patel indicated this could be a small step to move forward. Dr.
Crowley recommended providing specific guidance to staff on what
language to develop. The Committee decided to table the first question
and circle back around after completing the other policy questions.

Policy Question #2: Should the expanded duties include authority to
administer epinephrine as it relates to vaccines?

Chairperson Oh adyvised the DCA Director’s waiver does include a
provision for administering epinephrine. Members discussed the waiver
being a good place to start with a pharmacist being immediately
available as a safeguard and an emergency protocol response as well as
training and continuing education. The DCA Director’s waiver currently
allows for pharmacy technicians to administer the COVID-19 and
epinephrine with requirements of supervising pharmacist maintaining direct
supervision and control, the pharmacy technician is certified in basic CPR,
six hours of practical training that is approved by ACPE including hands-on
injection technique, and the recognition and freatment of emergency
reactions to vaccines.

Policy Question #3: If administration of vaccines is included in the statutory
proposal, should minimum training requirements be specified similar to the
provisions of the current DCA waiver?

Members discussed including an attestation by a registered pharmacist
that the pharmacy technician was able to complete the duties to give
more comfort that the pharmacy technician can do the duties. Members
discussed the possible need to add various pharmacy technician duties to
the attestation provided the pharmacist worked directly with the
pharmacy technician or the pharmacist-in-charge (PIC). Members also
discussed the need for minimum training requirements, certification and
continuing education for COVID and intermuscular vaccines with the
ability to provide epinephrine when needed for emergency.

The Committee reached a consensus that based on the training
requirements in the current DCA Director’s Waiver is appropriate with
consensus to adding in a continuing education requirement ongoing
learning on vaccines with audit-based model or a question on the self-
assessment form. The Committee decided to defer the attestation to later.
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Member Crowley expressed desire for certification being required for
pharmacy technicians providing vaccines as well as an understanding
that giving vaccines is a voluntary duty for pharmacy technicians.

Policy Question #4: If administration of vaccines is included in the statutory
proposal, should an increase in the ratio be specified similar to the
provisions of the current DCA waiver?

Members discussed and agreed having a change in the ratio when a
pharmacy technician is exclusively engaged in immunizations was
warranted. Members agreed a pharmacist has another pharmacy
technician available to assist the pharmacist in regular duties if a
pharmacy technician is exclusively providing immunizations. Some
members expressed concern that staffing is based on the number of
prescriptions filled and doesn’t factor in the labor-intensive patient care
services that are provided at the pharmacy. Members agreed on
changing the ratio when there is a pharmacy technician providing
immunization services to one pharmacist to two pharmacy technicians.

Member Crowley requested clarification on BPC section 4115 of what is
considered direct supervision of a pharmacist as the section states a
pharmacy technicians can do duties under the direct supervision of a
pharmacist. Ms. Smiley advised direct supervision is defined by the BCP
code and means the pharmacist is on the premises at all times and is fully
aware of all activities performed by a pharmacy technician or an intern
pharmacist.

Chairperson Oh requested confirmation of the DCA waiver. Ms. Sodergren
confirmed both the pharmacist and the pharmacy technician need to be
engaged exclusively and initiating COVID vaccines. Dr. Oh confirmed the
Committee is looking to increasing the ratio to one pharmacist to two
pharmacy technicians when one of the pharmacy technicians is
exclusively engaged in vaccine administrations but the pharmacist is not.
The Committee agreed there needs to be two pharmacy technicians
rather than additional pharmacy staff.

Policy Question #5: Are there other potential expanded duties where
additional training requirements should be specified?
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Chairperson Oh inquired how the Board approached SB 409 as a possible
way to mirror for pharmacy technicians for testing. Ms. Sodergren provided
the approach for SB 409 was to defer to the policies and procedures of the
pharmacy specific to many aspects of CLIA-waived testing. Ms. Sodergren
provided if the Committee is comfortable, the approach taken in SB 409
can be reviewed to see if it is appropriate or if another approach should
be considered. Dr. Oh indicated being comfortable with mirroring SB 409
and the waiver.

Member Patel confirmed training for immunization, verbal
prescriptions/transfers and point of care testing. Mr. Patel noted due to
variances in point of care testing by manufacturers would lend to general
guidance for hygiene, PPE, etc. and be like immunization so that the
trainings for immunization would suffice for point of care testing.

Member Crowley recommended with expanded roles looking to national
certification such as PTCB or ACPE rather than one-time certification with
contfinuing education with additional training.

Member Cameron-Banks stated as a consumer, it seems training should be
specified and inquired what was the Board's scope and authority to make
a policy proposal regarding the types of fraining and education. Ms.
Smiley advised the authority is tied to statutory proposal so that the
underlying statute needs to be changed and use general rulemaking
authority to expand based on how the proposal was written. Ms.
Sodergren added the legislature has given the Board the authority to
regulate pharmacy technicians and appears to be within the scope. Ms.
Sodergren read the current waiver as an example of how it could be
adapted to this policy issue.

Ms. Sodergren inquired if the Committee was comfortable with the waiver
and specifying to training and noted the certification was an outstanding
issue. Member Crowley noted the waiver was good for the short ferm but
wouldn't feel comfortable long term without requiring national
certification. Dr. Oh stated it was reasonable to require national
certification to allow someone to immunize.

Policy Question #6: Should a PIC be required to authorize use of the
expanded duties?
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Chairperson Oh noted agreement and support requiring the PIC be
required to authorize. Member Crowley agreed with Dr. Oh as the liability
rests with the PIC. Dr. Crowley wanted to ensure the PIC is the ultimate
decision maker and there is no pressure on the PIC from the employer to
sign someone off.

Member Patel inquired if a PIC is deciding who is qualified the onerous is
on the PIC and the PIC’s license but also may present a situation where a
qualified pharmacy technician is unable to perform expanded duties as
the PIC hasn't provided approval. Dr. Oh provided the PICs need to be
empowered to decide what is appropriate for the PIC’s store. Mr. Patel
expressed concern for the consumer will be hurt by pharmacy technicians
being limited by the PIC. Dr. Oh asked the staff to consider circumstances
where a pharmacy technician doesn’'t have a PIC or home store and how
the proof would be provided in that case. Member Crowley reiterated the
PIC should be the one to authorize the pharmacy technician providing
expanded duties noting if that is not considered, the liability structure
should be evaluated. Dr. Crowley noted the PIC in a chain pharmacy
doesn’t have the autonomy to hire/fire/transfer staff as it is done by a
supervisory or district level. In response to Member Patel, Ms. Smiley noted
the jurisdiction does not exist and the statute would have to be amended.

Member Cameron-Banks inquired if the policy issue is that the PIC should
be required to authorize or whether nobody should be requires to
authorize the use of expanded duties for pharmacy tfechnicians. Ms.
Cameron-Banks noted based on the different practice settings/scenarios
of how pharmacy technicians work there are no alternatives. Dr. Crowley
provided another alternative could allow for any pharmacist to authorize.
Member Patel agreed with Dr. Crowley.

Ms. Sodergren advised the law currently states that pharmacy technicians
can do certain duties and inquired if that was an appropriate response for
expanded duties or if the expanded duties should be verified. Dr. Oh
provided historical background as the Board frequently heard people
were forced to do things and these questions were being considered to
see if it should go back to the pharmacy level with the PIC approving
instead of a corporation. Ms. Cameron-Banks agreed in giving control
back to the individuals who will be personally liable and making sure the
pharmacy technician is qualified to do what they need to do to ensure
consumer protection.

DRAFT Licensing Committee Meeting Minutes — July 18, 2022
Page 17 of 23



Policy Question #7: As part of its discussion on ratios, should the Committee
consider if establishment of a ratio is appropriate for unlicensed individuals
working in the pharmacy (e.g., clerk typists)?

Executive Officer Sodergren provided background on the ratio discussion.
Ms. Sodergren advised the current law establishes a ratio for pharmacist to
pharmacy technician and pharmacist to pharmacy technician but there is
no ratio for unlicensed personnel working in a pharmacy. Ms. Sodergren
noted some duties in a pharmacy do not require a licensed individual to
do some of the functions but the functions need to be done under the
direct supervision and control of a pharmacist. Ms. Sodergren noted the
listening sessions indicated it may be appropriate or helpful to increase the
ratio. Ms. Sodergren advised several years ago, the Licensing Committee
was considering developing a new licensing program as an advanced
pharmacy technician and as a precursor to the new program there was
agreement with the Board at that time that the ratio would be more
appropriate at one pharmacist to two pharmacy technicians (1:2) in a
community pharmacy. Ms. Sodergren advised the current law allows for
one pharmacist to one pharmacy technician in a community pharmacy. If
there are more than one pharmacist working, the ratio can increase to 1:2
for each subsequent pharmacist working.

Member Crowley added many staffing issues are due to the staffing
models used by current chains and not providing enough support staff for
labor-intensive patient care services. Dr. Crowley didn’'t have a strong
feeling on changing the ratio for clerks as pharmacy clerks are generally
poorly trained unless they are on a path to become a pharmacy
technician. Dr. Crowley noted the clerks do not provide much support to
the pharmacist. Dr. Crowley felt it wasn't appropriate to expand the
technician ratio generally.

Member Patel spoke in favor of increasing the ratio from one pharmacist
to two pharmacy technicians but not in favor of setting numbers for the
unlicensed individuals being in a pharmacy as the PIC should decide.
Member Patel spoke in favor of focusing the discussion on ratios for
licensed individuals.

Chairperson Oh commented that while the California ratio is viewed as
conservative there is no ratio for unlicensed pharmacy personnel. Dr. Oh
noted the Committee did not reach a consensus on ratios and would
probably need to be discussed later.
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Policy Question #1: As there appears to be general agreement about
potential expanded duties, is it appropriate to request that staff develop
possible statutory language for future review by the Committee?

Chairperson Oh revisited policy question #1 to determine if the Committee
had the required element for drafting a legislative proposal and sought
comments from Members. Member Patel spoke in support and
encouraged staff to start developing. Member Crowley commented
noting consensus was not reached in directing staff and spoke in support
of more discussion. Member Cameron-Banks inquired as to what the
contents of the proposal would be.

Ms. Sodergren offered to draft a proposal with the understanding there
were policy questions still outstanding where consensus had not been
reached. Dr. Oh directed staff to develop a draft proposal for future
Committee consideration and discussion.

Members of the public were provided the opportunity to comment.

A pharmacist who was employed as a PIC from Ralphs from Burbank
commented about opening possibility of pharmacy technicians
vaccinating presenting concern in several areas. The PIC noted concern if
the ratio was not expanded that it would be difficult fo oversee a
pharmacy technician who was immunizing. The PIC addressed concerns
on the type of training a pharmacy technician would be getting to
immunize as the onerous would fall upon the pharmacist.

A representative from UFCW Western States Council commented that in
addition to an increase in the ratio, there must be a minimum staffing ratio
as there is not appropriate staffing at the current ratio. The commentor
continued pharmacists need to be appropriately staffed to provide
services in addition to prescriptions and added there needs to be strong
anti-retaliation language. If the PIC doesn’t feel comfortable with the staff
on hand to expand duties that the burden should be on the employer to
say retaliation didn’'t happen when the PIC decided not to expand the
duties. The commenter also encouraged the Committee to discuss liability
structure so the PIC isn't liable when things happen outside of the PIC's
control and noted the chains aren’t enforcing SB 1442.
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VII.

A representative from CCAP commented disappointment that the
discussion is only on vaccinations and ratio as many settings (e.g., closed-
door, long-term care, etc.) being left out. The commentor expressed an
interest in changing ratios for all settings and agreed with the PIC from
Ralph's comments as well as Member Crowley that pharmacy technicians
should be certified and require continuing education.

A pharmacist provided their recollection of the history of pharmacy
technicians and direct supervision/control in California. The pharmacist
noted in BPC 4115 (f)(3) the pharmacist can object working with a
pharmacy technician when the schedule is posted. The pharmacist has
authority when they go to lunch too. The pharmacist spoke in support
discussing ratio to give the pharmacist what they need especially with
vaccinations.

A representative of CVS Health commented in support of minimum flooring
and increase in ratios.

Discussion and Consideration of Committee’s Strategic Plan Objectives

Chairperson Oh provided the Board's strategic plan includes nine strategic
objectives for this Committee and referenced meeting materials detailing
both the objectives and status updates. Dr. Oh stated all strategic
objectives were still appropriate and commended Executive Officer
Sodergren and staff on working on objectives.

1.1 Evaluate, and change in appropriate, legal requirements for
authorized duties that can occur outside of a pharmacy to reflect
the dynamic nature of the practice of pharmacy.

Status: The board sponsored legislation to make permanent
provisions for remote work for pharmacists currently being performed
via a broad waiver. The legislation was controversial and did not
move forward.

1.2 Consider and pursue necessary changes in the law regarding
various pharmacy practice settings to ensure variances in the
practice are appropriate.

1.3  Explore, and pursue changes in law as appropriate, for authorized
duties of a pharmacy technician and potential expansion based on
other jurisdictions to expand authorized duties.

Status: The Committee convened listening sessions and released
surveys soliciting feedback from licensees on potential changes to
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1.4

1.5

1.6

1.7

1.8

1.9

pharmacy technician authorities. The Committee continues its
evaluation of the results of the information received.

Determine if application requires for a pharmacist-in-charge (PIC)
are appropriate to ensure sufficient knowledge, skills, and abilities for
individuals seeking to serve as a PIC.

Status: October 2021, Board approved development of regulations
to establish minimum requirements for pharmacists seeking to serve
as a PIC. Further, development of a training program is underway.
Engage with the California Division of Occupational Safety and
Health (Cal/OSHA) on pharmacy working conditions to ensure
sufficient resources and appropriate conditions exists to facilitate
safe patient care.

Status: The Medication Error Reduction and Workforce Committee
confinues its assessment of working conditions and medication
errors.

Consider results, and change laws as appropriate, regarding the
Office of Professional Examination Services audit of the California
Multi-State Jurisprudence Pharmacy Examination and pharmacy law
requirements to ensure exams are relevant,

Status: January 2022, Board receives results of audit conducted by
OPES, which concludes that OPES does not recommend use of the
MPJE as it would be inconsistent with Business and Professions Code
section 139.

Status: Results of the audit performed by OPES was released
Decrease licensing processing items to improve customer service
and support applicants and licensees.

Status: July 1, 2022, Board secures authority to hire two additional
staff to assist with the processing of site applications.

Streamline the licensing process to improve efficiency and staff
performance.

Migrate the entire licensing process online to promote tfimeliness,
reduce staff workload, and provide better customer service.
Status: Business Process Mapping for cashiering and licensing related
functions completed.

Members were provided the opportunity to comment. Member Crowley
spoke in support of all objectives especially the application for the PIC.

Members of the public were provided the opportunity to comment;
however, no comments were provided.
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VIIL.

Licensing Statistics

Chairperson Oh referenced meeting materials containing licensing
statistics including the year-end and three-year comparison licensing data.
Dr. Oh noted the data indicates a 4 percent overall growth in the receipt
of applications for initial license with the most significant increase in the
number of pharmacy technician applications as well as a slight increase in
overall exam applications (exam and retake combined). Dr. Oh added it
was interesting that there was a large drop in the number of intern
applications received over the three-year period.

Chairperson Oh reported an overall decline in the number of site
applications received and an overall growth in pharmacy applications
received when combining chain and nonchain application received;
however, looking at the data separately, there was about a 13 percent
decrease in nonchain pharmacy applications received. Dr. Oh also noted
increases in several of the Board’s nonresident business licenses include
nonresident pharmacy applications, nonresident sterile compounding
applications and nonresident third-party logistics providers. Dr. Oh advised
there was a significant increase in the number of temporary applications
received for the three-year period, including a 16 percent increase in the
number of temporary pharmacy applications received. Dr. Oh reported
staff have previously identified this growth as one of the contributing
factors for site licensing processing times. Included in the recent budget is
additional staff resources to assist with the workload associated with this
growth.

Chairperson Oh noted an appeared significant drop in the denial of
applications for individual licenses assuming that was, at least in part,
attributed to changes in the law that preclude the Board from considering
some past arrest and conviction information.

Chairperson Oh noted it was interesting that has been a 20 percent
increase in the number of chain pharmacies discontinuing business while
there has been a 33 percent decrease in other pharmacies discontinuing
business. Dr. Oh advised the Board’s overall licensee population remains
about the same.

Members were provided the opportunity to provide comment; however,
no comments were provided.
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Members of the public were provided the opportunity to provide
comment. Members heard comments echoing the UFCW representative’s
comment regarding the ratio and stressed the importance of addressing
pharmacists working alone before expanding pharmacy technician duties.
Members also heard comments about licensing processing times and a
recommendation for the Board to monitor the number of intern
pharmacists and pharmacy technicians are licensed.

Future Committee Dates

Chairperson Oh advised the next meeting was scheduled for October 18,
2022.

Adjournment

The meeting adjourned at 11:23 p.m.
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4115.

(a) A pharmacy technician may perform packaging, manipulative, repetitive, or
other nondiscretionary tasks only while assisting, and while under the direct
supervision and control of, a pharmacist. The pharmacist shall be responsible for
the duties performed under his or her supervision by a technician.

(b) In addition to the tasks specified in subdivision (a) a pharmacy technician
may administer vaccines, administer epinephrine, perform specimen collection
for CLIA waived tests, receive verbal prescriptions, receive prescription transfers,
and accept clarification on prescriptions under the following conditions:

1. The pharmacist-in-charge of the pharmacy at which the tasks are being
performed has deemed the pharmacy technician competent to perform such
tasks and documented such determination in writing. Documentation must be
maintained in the pharmacy.

2. The pharmacy has scheduled another pharmacy technician to assist
the pharmacist by performing the tasks provided in subdivision (q).

3. The pharmacy technician is certified pursuant to Section 4202(a)(4) and
maintains such certification.

4. The pharmacy technician has successfully completed at least six hours
of practical training approved by the Accreditation Council for Pharmacy
Education and includes hands-on injection technigue, the recognition and
freatment of emergency reactions to vaccines, and an assessment of the
pharmacy technician’s injection technigue.

(b c) This section does not authorize the performance of any tasks specified in
subdivision (a) & (b) by a pharmacy technician without a pharmacist on duty.

(e d) This section does not authorize a pharmacy technician to perform any act
requiring the exercise of professional judgment by a pharmacist.

(& e) The board shall adopt regulations to specify tasks pursuant to subdivision
(a) that a pharmacy technician may perform under the supervision of a
pharmacist. Any pharmacy that employs a pharmacy technician shall do so in
conformity with the regulations adopted by the board.

(e f) A person shall not act as a pharmacy technician without first being licensed
by the board as a pharmacy technician.

(fa) (1) A pharmacy with only one pharmacist shall have no more than one
pharmacy technician performing the tasks specified in subdivision (a). A
pharmacy with only one pharmacist shall have not more than one pharmacy
technician performing the tasks specified in subdivision (b). The ratio of
pharmacy technicians performing the tasks specified in subdivision (a) to any
additional pharmacist shall not exceed 2:1, except that this ratio shall not apply
to personnel performing clerical functions pursuant to Section 4116 or 4117. This




ratio is applicable to all practice settings, except for an inpatient of a licensed
health facility, a patient of a licensed home health agency, as specified in
paragraph (2), an inmate of a correctional facility of the Department of
Corrections and Rehabilitation, and for a person receiving tfreatment in a facility
operated by the State Department of State Hospitals, the State Department of
Developmental Services, or the Department of Veterans Affairs.

(2) The board may adopt regulations establishing the ratio of pharmacy
technicians performing the tasks specified in subdivision (a) to pharmacists
applicable to the filling of prescriptions of an inpatient of a licensed health
facility and for a patient of a licensed home health agency. Any ratio
established by the board pursuant to this subdivision shall allow, at a minimum,
at least one pharmacy technician for a single pharmacist in a pharmacy and
two pharmacy technicians for each additional pharmacist, except that this
ratio shall not apply to personnel performing clerical functions pursuant to
Section 4116 or 4117.

(3) A pharmacist scheduled to supervise a second pharmacy technician may
refuse to supervise a second pharmacy technician if the pharmacist
determines, in the exercise of his or her professional judgment, that permitting
the second pharmacy technician to be on duty would interfere with the
effective performance of the pharmacist’s responsibilities under this chapter.
A pharmacist assigned to supervise a second pharmacy technician shall
notify the pharmacist in charge in writing of his or her determination,
specifying the circumstances of concern with respect to the pharmacy or the
pharmacy technician that have led to the determination, within a reasonable
period, but not to exceed 24 hours, after the posting of the relevant schedule.
An entity employing a pharmacist shall not discharge, discipline, or otherwise
discriminate against any pharmacist in the terms and conditions of
employment for exercising or attempting to exercise in good faith the right
established pursuant to this paragraph.

(g h) Notwithstanding subdivisions (a)=(c) end-{b}, the board shall by regulation
establish conditions to permit the temporary absence of a pharmacist for breaks
and lunch periods pursuant to Section 512 of the Labor Code and the orders of
the Industrial Welfare Commission without closing the pharmacy. During these
temporary absences, a pharmacy technician may, at the discretion of the
pharmacist, remain in the pharmacy but may only perform nondiscretionary
tasks. The pharmacist shall be responsible for a pharmacy technician and shall
review any task performed by a pharmacy technician during the pharmacist’s
temporary absence. This subdivision shall not be construed to authorize a
pharmacist to supervise pharmacy technicians in greater ratios than those
described in subdivision (f g).



(A i) The pharmacist on duty shall be directly responsible for the conduct of a
pharmacy technician supervised by that pharmacist.

(+]) In a health care facility licensed under subdivision (a) of Section 1250 of the
Health and Safety Code, a pharmacy technician’s duties may include any of
the following:

(1) Packaging emergency supplies for use in the health care facility and the
hospital’'s emergency medical system or as authorized under Section 4119.

(2) Sealing emergency containers for use in the health care facility.

(3) Performing monthly checks of the drug supplies stored throughout the
health care facility. Iregularities shall be reported within 24 hours to the
pharmacist in charge and the director or chief executive officer of the health
care facility in accordance with the health care facility’s policies and

procedures.



Attachment 3



Title 16. Board of Pharmacy
Proposed Text

Proposed changes to current regulation text are indicated with single-strikethrough for
deletions and single underline for additions. Recommended proposed additions are
indicated in double underline and recommended proposed deletion with degble

strkethrough.

Amend Section 1709.1 of Article 2 of Division 17 of Title 16 of the California Code of
Regulations to read:

§ 1709.1. Designation of Pharmacist-In-Charge

(a) The pharmacist-in-charge (PIC) of a pharmacy shall be employed at that location
and shall have responsibility for the daily opero’non of the pharmacy. Prior to
opprovol of the boord,

process se’r for’rh in Sec’non 1709 of this Division (“application”), a pharmacy shall

submit its proposed PIC. The PIC shall have completed the board-provided
Pharmacist-in-Charge Overview and Responsibility training course within two years

prior to the date of application. The PIC shall complete an attestation statement in

compliance with this section. For purposes of this section, a completed attestation

statement shall include all of the following: name of the proposed pharmacist-in-
charge, the individual’s license number, a statement that they have read Sections

4036.5, 4081, 4113, and 4330 of the Business and Professions Code and this section,

and a statement identifying the date that the proposed PIC took the board’s

training course, and a declaration signed under penalty of perjury of the laws of
the State of California that the mformo’non provided by the mdmduol is true and

(b) The pharmacy owner shall vest the phormoas’r in-charge with adequate authority
to assure compliance with the laws governing the operation of a pharmacy.

(c) No pharmacist shall be the pharmacist-in-charge of more than two pharmacies. If
a pharmacist serves as pharmacist-in-charge at two pharmacies, those pharmacies
shall not be separated by a driving distance of more than 50 miles.

(d) No pharmacist shall be the pharmacist-in-charge of a pharmacy while
concurrently serving as the designated representative-in-charge for a wholesaler or
a veterinary food-animal drug retailer.

(e) Notwithstanding subdivision (a), a pharmacy may designate any pharmacist who is
an employee, officer or administrator of the pharmacy or the entity which owns the
pharmacy and who is actively involved in the management of the pharmacy on a
daily basis as the pharmacist-in-charge for a period not to exceed 120 days. The
pharmacy, or the entity which owns the pharmacy, shall be prepared during
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normal business hours to provide a representative of the board with documentation
of the involvement of a pharmacist-in-charge designated pursuant to this
subdivision with the pharmacy and efforts to obtain and designate a permanent
pharmacist-in-charge.

(f) A pharmacist may refuse to act as a pharmacist-in-charge at a second pharmacy
if the pharmacist determines, in the exercise of his or her professional judgment,
that assuming responsibility for a second pharmacy would interfere with the
effective performance of the pharmacist's responsibilities under the Pharmacy Law.
A pharmacist who refuses to become pharmacist-in-charge at a second
pharmacy shall notify the pharmacy owner in writing of his or her determination,
specifying the circumstances of concern that have led to that determination.

(g) A person employing a pharmacist may not discharge, discipline, or otherwise
discriminate against any pharmacist in the terms and conditions of employment for
exercising or attempting to exercise in good faith the right established pursuant to
this section.

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections
4036.5, 4081, 4113, 4305 and 4330, Business and Professions Code.
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CALIFORNIA STATE BOARD OF PHARMACY
QUARTERLY LICENSING STATISTICS FISCAL YEAR 2021/2022

APPLICATIONS RECEIVED

Individual Applications July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representatives (EXC) 100 0 0 0 100
Designated Representatives Vet (EXV) 0 0 0 0 0
Designated Representatives-3PL (DRL) 34 0 0 0 34
Designated Representatives-Reverse Distributor (DRR) 33 0 0 0 33
Designated Paramedic (DPM) 1 0 0 0 1
Intern Pharmacist (INT) 985 0 0 0 985
Pharmacist Exam Applications 296 0 0 0 296
Pharmacist Retake Exam Applications 476 0 0 0 476
Pharmacist Initial License Application (RPH) 716 0 0 0 716
Advanced Practice Pharmacist (APH) 53 0 0 0 53
Pharmacy Technician (TCH) 1,405 0 0 0 1,405
Total 4,099 0 0 0 4,099
Site Applications July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Automated Drug Delivery System (ADD(AUD)) 80 0 0 0 80
Automated Drug Delivery System (ADD(APD)) 2 0 0 0 2
Automated Drug Delivery System EMS (ADE) 0 0 0 0 0
Automated Patient Dispensing System 3408 Clinic (ADC) 0 0 0 0 0
Centralized Hospital Packaging Government Owned (CHE) 0 0 0 0 0
Centralized Hospital Packaging (CHP) 0 0 0 0 0
Clinics (CLN) 168 0 0 0 168
Clinics Government Owned (CLE) 12 0 0 0 12
Drug Room (DRM) 0 0 0 0 0
Drug Room Government Owned (DRE) 0 0 0 0 0
Hospitals (HSP) 4 0 0 0 4
Hospitals Government Owned (HPE) 0 0 0 0 0
Hospital Satellite Sterile Compounding (SCP) 0 0 0 0 0
Hospital Satellite Sterile Compounding Government Owned (SCE) 0 0 0 0 0
Hypodermic Needle and Syringes (HYP) 0 0 0 0 0
Correctional Pharmacy (LCF) 1 0 0 0 1
Qutsourcing Facility (OSF) 0 0 0 0 0
Outsourcing Facility Nonresident (NSF) 4 0 0 0 4
Pharmacy (PHY) 80 0 0 0 80
Pharmacy (PHY) Chain 9 0 0 0 9
Pharmacy Government Owned (PHE) 0 0 0 0 0
Remote Dispensing Pharmacy (PHR) 1 0 0 0 1
Pharmacy Nonresident (NRP) 25 0 0 0 25
Sterile Compounding (LSC) 11 0 0 0 11
Sterile Compounding Government Owned (LSE) 0 0 0 0 0
Sterile Compounding Nonresident (NSC) 5 0 0 0 5
Surplus Medication Collection Distribution Intermediary (SME) 0 0 0 0 0
Third-Party Logistics Providers (TPL) 1 0 0 0 1
Third-Party Logistics Providers Nonresident (NPL) 12 0 0 0 12
Veterinary Food-Animal Drug Retailer (VET) 2 0 0 0 2
Wholesalers (WLS) 18 0 0 0 18
Wholesalers Government Owned (WLE) 0 0 0 0 0
Wholesalers Nonresident (OSD) 27 0 0 0 27
Total 462 0 0 0 462
*Number of applications received includes the number of temporary applications received.

Applications Received with Temporary License Requests July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Drug Room -Temp (DRM) 0 0 0 0 0
Hospitals - Temp (HSP) 3 0 0 0 3
Hospital Satellite Sterile Compounding - Temp (SCP) 0 0 0 0 0
QOutsourcing Facility - Temp (OSF) 0 0 0 0 0
QOutsourcing Facility Nonresident - Temp (NSF) 1 0 0 0 1
Pharmacy - Temp (PHY) 65 0 0 0 65
Remote Dispensing Pharmacy - Temp (PHR) 0 0 0 0 0
Pharmacy Nonresident - Temp (NRP) 16 0 0 0 16
Sterile Compounding - Temp (LSC) 6 0 0 0 6
Sterile Compounding Nonresident - Temp (NSC) 4 0 0 0 4
Third-Party Logistics Providers - Temp (TPL) 1 0 0 0 1
Third-Party Logistics Providers Nonresident - Temp (NPL) 4 0 0 0 4
Veterinary Food-Animal Drug Retailer - Temp (VET) 2 0 0 0 2
Wholesalers - Temp (WLS) 7 0 0 0 7
Wholesalers Nonresident - Temp (OSD) 15 0 0 0 15
Total 124 0 0 0 124




LICENSES ISSUED

Individual Licenses July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representatives (EXC) 82 0 0 0 82
Designated Representatives Vet (EXV) 0 0 0 0 0
Designated Representatives-3PL (DRL) 32 0 0 0 32
Designated Representatives-Reverse Distributor (DRR) 3 0 0 0 3
Designated Paramedic (DPM) 0 0 0 0 0
Intern Pharmacist (INT) 970 0 0 0 970
Pharmacist (RPH) 735 0 0 0 735
Advanced Practice Pharmacist (APH) 46 0 0 0 46
Pharmacy Technician (TCH) 1,211 0 0 0 1,211
Total 3,079 0 0 0 3,079
Site Licenses July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Automated Drug Delivery System (ADD(AUD)) 35 0 0 0 35
Automated Drug Delivery System (ADD(APD)) 2 0 0 0 2
Automated Drug Delivery System EMS (ADE) 0 0 0 0 0
Automated Patient Dispensing System 3408 Clinic (ADC) 0 0 0 0 0
Centralized Hospital Packaging Government Owned (CHE) 0 0 0 0 0
Centralized Hospital Packaging (CHP) 0 0 0 0 0
Clinics (CLN) 14 0 0 0 14
Clinics Government Owned (CLE) 14 0 0 0 14
Drug Room (DRM) 0 0 0 0 0
Drug Room Government Owned (DRE) 0 0 0 0 0
Hospitals (HSP) 0 0 0 0 0
Hospitals Government Owned (HPE) 0 0 0 0 0
Hospital Satellite Sterile Compounding (SCP) 0 0 0 0 0
Hospital Satellite Sterile Compounding Government Owned (SCE) 2 0 0 0 2
Hypodermic Needle and Syringes (HYP) 2 0 0 0 2
Correctional Pharmacy (LCF) 0 0 0 0 0
QOutsourcing Facility (OSF) 0 0 0 0 0
Outsourcing Facility Nonresident (NSF) 1 0 0 0 1
Pharmacy (PHY) 14 0 0 0 14
Pharmacy Government Owned (PHE) 2 0 0 0 2
Remote Dispensing Pharmacy (PHR) 0 0 0 0 1
Pharmacy Nonresident (NRP) 10 0 0 0 10
Sterile Compounding (LSC) 6 0 0 0 6
Sterile Compounding Government Owned (LSE) 1 0 0 0 1
Sterile Compounding Nonresident (NSC) 1 0 0 0 1
Surplus Medication Collection Distribution Intermediary (SME) 0 0 0 0 0
Third-Party Logistics Providers (TPL) 1 0 0 0 1
Third-Party Logistics Providers Nonresident (NPL) 0 0 0 0 0
Veterinary Food-Animal Drug Retailer (VET) 0 0 0 0 0
Wholesalers (WLS) 5 0 0 0 5
Wholesalers Government Owned (WLE) 0 0 0 0 0
Wholesalers Nonresident (OSD) 19 0 0 0 19
Total 129 0 0 0 130
Site Temporary Licenses July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Drug Room -Temp (DRM) 0 0 0 0 0
Hospitals - Temp (HSP) 3 0 0 0 3
Hospital Satellite Sterile Compounding - Temp (SCP) 0 0 0 0 0
QOutsourcing Facility - Temp (OSF) 0 0 0 0 0
QOutsourcing Facility Nonresident - Temp (NSF) 0 0 0 0 0
Pharmacy - Temp (PHY) 55 0 0 0 55
Remote Dispensing Pharmacy - Temp (PHR) 0 0 0 0 0
Pharmacy Nonresident - Temp (NRP) 16 0 0 0 16
Sterile Compounding - Temp (LSC) 10 0 0 0 10
Sterile Compounding Nonresident - Temp (NSC) 0 0 0 0 0
Third-Party Logistics Providers - Temp (TPL) 0 0 0 0 0
Third-Party Logistics Providers Nonresident - Temp (NPL) 0 0 0 0 0
Veterinary Food-Animal Drug Retailer - Temp (VET) 0 0 0 0 0
Wholesalers - Temp (WLS) 1 0 0 0 1
Wholesalers Nonresident - Temp (OSD) 6 0 0 0 6
Total 91 0 0 0 91




PENDING APPLICATIONS (Data reflects number of pending applications at the end of the quarter)

Individual Applications July - Sept Oct-Dec Jan-Mar Apr-Jun
Designated Representatives (EXC) 316
Designated Representatives Vet (EXV) 8
Designated Representatives-3PL (DRL) 101
Designated Representatives-Reverse Distributor (DRR) 4
Designated Paramedic (DPM) 1
Intern Pharmacist (INT) 182
Pharmacist (exam not eligible) 1,403
Pharmacist (exam eligible) 1,557
Advanced Practice Pharmacist (APH) 102
Pharmacy Technician (TCH) 1,103
Total 4,777 0 0 5,908
Site Applications July - Sept Oct-Dec Jan-Mar Apr-Jun
Automated Drug Delivery System (ADD(AUD)) 168
Automated Drug Delivery System (ADD(APD)) 45
Automated Drug Delivery System EMS (ADE) 0
Automated Patient Dispensing System 3408 Clinic (ADC) 0
Centralized Hospital Packaging Government Owned (CHE) 1
Centralized Hospital Packaging (CHP) 2
Clinics (CLN) 263
Clinics Government Owned (CLE) 24
Drug Room (DRM) 2
Drug Room Government Owned (DRE) 0
Hospitals (HSP) 7
Hospitals Government Owned (HPE) 1
Hospital Satellite Sterile Compounding (SCP) 1
Hospital Satellite Sterile Compounding Government Owned (SCE) 0
Hypodermic Needle and Syringes (HYP) 12
Correctional Pharmacy (LCF) 0
Qutsourcing Facility (OSF) 0
Outsourcing Facility Nonresident (NSF) 9
Pharmacy (PHY) 196
Pharmacy Government Owned (PHE) 7
Remote Dispensing Pharmacy (PHR) 5
Pharmacy Nonresident (NRP) 176
Sterile Compounding (LSC) 59
Sterile Compounding - Government Owned (LSE) 9
Sterile Compounding Nonresident (NSC) 23
Surplus Medication Collection Distribution Intermediary (SME) 0
Third-Party Logistics Providers (TPL) 4
Third-Party Logistics Providers Nonresident (NPL) 68
Veterinary Food-Animal Drug Retailer (VET) 2
Wholesalers (WLS) 58
Wholesalers Government Owned (WLE) 1
Wholesalers Nonresident (OSD) 122
Total 1,097 0 0 0
Applications Pending with Temporary Licenses Issued - Pending Full License July - Sept Oct-Dec Jan-Mar Apr-Jun
Drug Room -Temp (DRM) 1
Hospitals - Temp (HSP) 4
Hospital Satellite Sterile Compounding - Temp (SCP) 0
QOutsourcing Facility - Temp (OSF) 0
QOutsourcing Facility Nonresident - Temp (NSF) 0
Pharmacy - Temp (PHY) 108
Remote Dispensing Pharmacy - Temp (PHR) 0
Pharmacy Nonresident - Temp (NRP) 41
Sterile Compounding - Temp (LSC) 13
Sterile Compounding Nonresident - Temp (NSC) 1
Third-Party Logistics Providers - Temp (TPL) 0
Third-Party Logistics Providers Nonresident - Temp (NPL) 1
Veterinary Food-Animal Drug Retailer - Temp (VET) 0
Wholesalers - Temp (WLS) 1
Wholesalers Nonresident - Temp (OSD) 7
Total 177 0 0 0




APPLICATIONS WITHDRAWN

Individual Applications July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representatives (EXC) 0 0 0 0 0
Designated Representatives Vet (EXV) 0 0 0 0 0
Designated Representatives-3PL (DRL) 0 0 0 0 0
Designated Representatives-Reverse Distributor (DRR) 0 0 0 0 0
Designated Paramedic (DPM) 0 0 0 0 0
Intern Pharmacist (INT) 0 0 0 0 0
Pharmacist (exam applications) 2 0 0 0 2
Advanced Practice Pharmacist (APH) 0 0 0 0 0
Pharmacy Technician (TCH) 17 0 0 0 17
Total 19 0 0 0 19
Site Applications July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Automated Drug Delivery System (ADD(AUD)) 2 0 0 0

Automated Drug Delivery System (ADD(APD))

Automated Drug Delivery System EMS (ADE)

Automated Patient Dispensing System 3408 Clinic (ADC)

Centralized Hospital Packaging Government Owned (CHE)

Centralized Hospital Packaging (CHP)

Clinics (CLN)

Clinics Government Owned (CLE)

Drug Room (DRM)

Drug Room Government Owned (DRE)

Hospitals (HSP)

Hospitals Government Ownerd (HPE)

Hospital Satellite Sterile Compounding (SCP)

Hospital Satellite Sterile Compounding Government Owned (SCE)

Hypodermic Needle and Syringes (HYP)

Correctional Pharmacy (LCF)

QOutsourcing Facility (OSF)

Outsourcing Facility Nonresident (NSF)

Pharmacy (PHY)

Pharmacy Government Owned (PHE)

Remote Dispensing Pharmacy (PHR)

Pharmacy Nonresident (NRP)

Sterile Compounding (LSC)

Sterile Compounding - Government Owned (LSE)

Sterile Compounding Nonresident (NSC)

Surplus Medication Collection Distribution Intermediary (SME)

Third-Party Logistics Providers (TPL)

Third-Party Logistics Providers Nonresident (NPL)

Veterinary Food-Animal Drug Retailer (VET)

Wholesalers (WLS)

Wholesalers Government Owned (WLE)

Wholesalers Nonresident (OSD)

olo|r|o|r|r|o|N|k|Iv|Io|lo|o|lu|k|o|lo|lo|o|o|o |+ |o|o|lo|w|o|o|o|o|o

oflo|r|o|r|r|lo|N|kIv|Io|lo|o|lu|k|o|lo|lo|o|o|o|—|o|o|Oo|w oo |o|o|o]|N

Total

[y
0o

[=][e} o] (o] (o] (o] (o] (o] o] o] (o] (o] (o] o] (o] (o] (o] o] (o] (o] o]} o] (o] (o] o]} (o]} (o] (o} (o]} o]} (o} [«

ofo|o|o|o|o|o|o|o|o|o|o|o|o|o|o|o|o|o|o|jo|o|o|o|o|o|o|o|o|o|o|o

[=][e} o] o] (o] (o] (o] (o] o] o] (o] (o] (o] o] (o] (o] (o] o] (o] (o] (o]} o] (o] (o} o]} o]} (o] (o] (o]} o]} (o] [«

[y
00




APPLICATIONS DENIED

Individual Applications

July - Sept

Oct-Dec

Jan-Mar

Apr-Jun

Total FYTD

Designated Representatives (EXC)

1

0

0

0

Designated Representatives Vet (EXV)

Designated Representatives-3PL (DRL)

Designated Representatives-Reverse Distributor (DRR)

Designated Paramedic (DPM)

Intern Pharmacist (INT)

Pharmacist (exam application)

Pharmacist (exam eligible)

Advanced Practice Pharmacist (APH)

Pharmacy Technician (TCH)
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Site Applications

July - Sept

Oct-Dec

Jan-Mar

Apr-Jun

Total FYTD

Centralized Hospital Packaging Government Owned (CHE)

0

0

0

o

Centralized Hospital Packaging (CHP)

Clinics (CLN)

Clinics Government Owned (CLE)

Drug Room (DRM)

Drug Room Government Owned (DRE)

Hospitals (HSP)

Hospitals Government Owned (HPE)

Hospital Satellite Sterile Compounding (SCP)

Hospital Satellite Sterile Compounding Government Owned (SCE)

Hypodermic Needle and Syringes (HYP)

Correctional Pharmacy (LCF)

Qutsourcing Facility (OSF)

Outsourcing Facility Nonresident (NSF)

Pharmacy (PHY)

Pharmacy Government Owned (PHE)

Remote Dispensing Pharmacy (PHR)

Pharmacy Nonresident (NRP)

Sterile Compounding (LSC)

Sterile Compounding Government Owned (LSE)

Sterile Compounding Nonresident (NSC)

Surplus Medication Collection Distribution Intermediary (SME)

Third-Party Logistics Providers (TPL)

Third-Party Logistics Providers Nonresident (NPL)

Veterinary Food-Animal Drug Retailer (VET)

Wholesalers (WLS)

Wholesalers Government Owned (WLE)

Wholesalers Nonresident (OSD)

Total
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RESPOND TO STATUS INQUIRIES

Email Inquiries July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representative Received 444 0 0 0 444
Designated Representative Responded 139 0 0 0 139
Advanced Practice Pharmacist Received 179 0 0 0 179
Advanced Practice Pharmacist Responded 99 0 0 0 99
Pharmacist/Intern Received 2,244 0 0 0 2,244
Pharmacist/Intern Responded 405 0 0 0 405
Pharmacy Technician Received Unavalaible 0 0 0 0
Pharmacy Technician Responded Unavalaible 0 0 0 0
Pharmacy Received Unavalaible 0 0 0 0
Pharmacy Responded Unavalaible 0 0 0 0
Sterile Compounding/Outsourcing Received Unavalaible 0 0 0 0
Sterile Compounding/Outsourcing Responded Unavalaible 0 0 0 0
Wholesale/Clinic/Hypodermic/3PL Received 1,018 0 0 0 1,018
Wholesale/Clinic/Hypodermic/3PL Responded 744 0 0 0 744
Automated Drug Delivery Systems Received 96 0 0 0 96
Automated Drug Delivery Systems Responded 96 0 0 0 96
Pharmacist-in-Charge Received 1,096 0 0 0 1,096
Pharmacist-in-Charge Responded 1,006 0 0 0 1,006
Change of Permit Received 537 0 0 0 537
Change of Permit Responded 272 0 0 0 272
Renewals Received 2,080 0 0 0 2,080
Renewals Responded 1,821 0 0 0 1,821
Telephone Calls Received July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representative 0 0 0 0 0
Advanced Practice Pharmacist 179 0 0 0 179
Pharmacist/Intern 865 0 0 0 865
Pharmacy Unavalaible 0 0 0 0
Sterile Compounding/Outsourcing Unavalaible 0 0 0 0
Wholesale/Clinic/Hypodermic/3PL 102 0 0 0 102
Automated Drug Delivery Systems 13 0 0 0 13
Pharmacist-in-Charge 116 0 0 0 116
Change of Permit 72 0 0 0 72
Renewals 1,255 0 0 0 1,255
Reception 18,430 0 0 0 18,430




IUPDATE LICENSING RECORDS

Change of Pharmacist-in-Charge July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 616 0 0 0 616
Processed 627 0 0 0 627
Approved 659 0 0 0 659
Pending (Data reflects number of pending at the end of the quarter.) 295 n/a
Change of Designated Representative-in-Charge July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 48 0 0 0 48
Processed 46 0 0 0 46
Approved 66 0 0 0 66
Pending (Data reflects number of pending at the end of the quarter.) 61 n/a
Change of Responsible Manager July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 9 0 0 0 9
Processed 8 0 0 0 8
Approved 7 0 0 0 7
Pending (Data reflects number of pending at the end of the quarter.) 11 n/a
Change of Professional Director July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 44 0 0 0 44
Processed 31 0 0 0 31
Approved 52 0 0 0 52
Pending (Data reflects number of pending at the end of the quarter.) 70 n/a
Change of Permits July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 673 0 0 0 673
Processed 307 0 0 0 307
Approved 254 0 0 0 254
Pending (Data reflects number of pending at the end of the quarter.) 3,139 n/a
Clinic Co-Location July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 0 0 0 0 0
Processed 0 0 0 0 0
Approved 0 0 0 0 0
Pending (Data reflects number of pending at the end of the quarter.) 0 0 0 0 n/a
Discontinuance of Business July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 187 0 0 0 187
Processed 84 0 0 0 84
Approved 76 0 0 0 76
Pending (Data reflects number of pending at the end of the quarter.) 432 n/a
Intern Pharmacist Extensions July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Received 51 0 0 0 51
Processed 48 0 0 0 48
Completed 46 0 0 0 46
Pending (Data reflects number of pending at the end of the quarter.) 31 n/a
Requests Approved July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Address/Name Changes 3,192 0 0 0 3,192
Off-site Storage 24 0 0 0 24
Transfer of Intern Hours 9 0 0 0 9
License Verification 127 0 0 0 127




DISCONTINUED OF BUSINESS
discontinued by date of closure

Site Licenses

July - Sept

Oct-Dec

Jan-Mar

Apr-Jun

Total FYTD

Automated Drug Delivery System (ADD(AUD))

12

0

0

0

12

Automated Drug Delivery System (ADD(APD))

Automated Drug Delivery System EMS (ADE)

Automated Patient Dispensing System 3408 Clinic (ADC)

Centralized Hospital Packaging Government Owned (CHE)

Centralized Hospital Packaging (CHP)

Clinics (CLN)

Clinics Government Owned (CLE)

Drug Room (DRM)

Drug Room Government Owned (DRE)

Hospitals (HSP)

Hospitals Government Owned (HPE)

Hospital Satellite Sterile Compounding (SCP)

Hospital Satellite Sterile Compounding Government Owned (SCE)

Hypodermic Needle and Syringes (HYP)

Correctional Pharmacy (LCF)

Qutsourcing Facility (OSF)

Outsourcing Facility Nonresident (NSF)
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Pharmacy Government Owned (PHE)
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Remote Dispensing Pharmacy (PHR)

o

o

Pharmacy Nonresident (NRP)
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Sterile Compounding (LSC)
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Sterile Compounding Government Owned (LSE)

Sterile Compounding Nonresident (NSC)

Surplus Medication Collection Distribution Intermediary (SME)

Third-Party Logistics Providers (TPL)

Third-Party Logistics Providers Nonresident (NPL)

Veterinary Food-Animal Drug Retailer (VET)

Wholesalers (WLS)

Wholesalers Government Owned (WLE)

Wholesalers Nonresident (OSD)
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LICENSES RENEWED

Individual Licenses R d July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Designated Representatives (EXC) 524 0 0 0 524
Designated Representatives Vet (EXV) 13 0 0 0 13
Designated Representatives-3PL (DRL) 75 0 0 0 75
Designated Representatives-Reverse Distributor (DRR) 1 0 0 0 1
Designated Paramedic (DPM) 0 0 0 0 0
Pharmacist (RPH) 5,838 0 0 0 5,838
Advanced Practice Pharmacist (APH) 144 0 0 0 144
Pharmacy Technician (TCH) 7,517 0 0 0 7,517
Total 14,112 0 0 0 14,112
Site Licenses Renewed July - Sept Oct-Dec Jan-Mar Apr-Jun Total FYTD
Automated Drug Delivery System (ADD) 80 0 0 0 80
Automated Drug Delivery System EMS (ADE) 0 0 0 0 0
Automated Patient Dispensing System 3408 Clinic (ADC) 0 0 0 0 0
Centralized Hospital Packaging Government Owned (CHE) 0 0 0 0 0
Centralized Hospital Packaging (CHP) 3 0 0 0 3
Clinics (CLN) 396 0 0 0 396
Clinics Government Owned (CLE) 34 0 0 0 34
Drug Room (DRM) 2 0 0 0 2
Drug Room Government Owned (DRE) 2 0 0 0 2
Hospitals (HSP) 57 0 0 0 57
Hospitals Government Owned (HPE) 38 0 0 0 38
Hospital Satellite Sterile Compounding (SCP) 2 0 0 0 2
Hospital Satellite Sterile Compounding Government Owned (SCE) 1 0 0 0 1
Hypodermic Needle and Syringes (HYP) 46 0 0 0 46
Correctional Pharmacy (LCF) 3 0 0 0 3
Qutsourcing Facility (OSF) 1 0 0 0 1
Outsourcing Facility Nonresident (NSF) 3 0 0 0 3
Pharmacy (PHY) 687 0 0 0 687
Pharmacy Government Owned (PHE) 52 0 0 0 52
Remote Dispensing Pharmacy (PHR) 0 0 0 0 0
Pharmacy Nonresident (NRP) 87 0 0 0 87
Sterile Compounding (LSC) 132 0 0 0 132
Sterile Compounding Government Owned (LSE) 58 0 0 0 58
Sterile Compounding Nonresident (NSC) 10 0 0 0 10
Surplus Medication Collection Distribution Intermediary (SME) 0 0 0 0 0
Third-Party Logistics Providers (TPL) 11 0 0 0 11
Third-Party Logistics Providers Nonresident (NPL) 35 0 0 0 35
Veterinary Food-Animal Drug Retailer (VET) 4 0 0 0 4
Wholesalers (WLS) 110 0 0 0 110
Wholesalers Government Owned (WLE) 4 0 0 0 4
Wholesalers Nonresident (OSD) 182 0 0 0 182
Total 2,040 0 0 0 2,040




CURRENT LICENSES - Data reflects number of licenses at the end of the quarter.

Individual Licenses July - Sept Oct-Dec Jan-Mar Apr-Jun
Designated Representatives (EXC) 2,814 0 0 0
Designated Representatives Vet (EXV) 54 0 0 0
Designated Representatives-3PL (DRL) 419 0 0 0
Designated Representatives-Reverse Distributor (DRR) 10 0 0 0
Designated Paramedic (DPM) 3 0 0 0
Intern Pharmacist (INT) 5,788 0 0 0
Pharmacist (RPH) 49,458 0 0 0
Advanced Practice Pharmacist (APH) 1,084 0 0 0
Pharmacy Technician (TCH) 68,129 0 0 0
Total 127,759 0 0 0
Site Licenses July - Sept Oct-Dec Jan-Mar Apr-Jun
Automated Drug Delivery System (ADD(AUD)) 1,035 0 0 0
Automated Drug Delivery System (ADD(APD)) 58 0 0 0
Automated Drug Delivery System EMS (ADE) 1 0 0 0
Automated Patient Dispensing System 3408 Clinic (ADC) 0 0 0 0
Centralized Hospital Packaging Government Owned (CHE) 2 0 0 0
Centralized Hospital Packaging (CHP) 9 0 0 0
Clinics (CLN) 1,253 0 0 0
Clinics Government Owned (CLE) 928 0 0 0
Drug Room (DRM) 20 0 0 0
Drug Room Government Owned (DRE) 10 0 0 0
Hospitals (HSP) 394 0 0 0
Hospitals Government Owned (HPE) 78 0 0 0
Hospital Satellite Sterile Compounding (SCP) 4 0 0 0
Hospital Satellite Sterile Compounding Government Owned (SCE) 4 0 0 0
Hypodermic Needle and Syringes (HYP) 237 0 0 0
Correctional Pharmacy (LCF) 59 0 0 0
QOutsourcing Facility (OSF) 4 0 0 0
Outsourcing Facility Nonresident (NSF) 20 0 0 0
Pharmacy (PHY) 6,243 0 0 0
Pharmacy Government Owned (PHE) 139 0 0 0
Remote Dispensing Pharmacy (PHR) 2 0 0 0
Pharmacy Nonresident (NRP) 588 0 0 0
Sterile Compounding (LSC) 729 0 0 0
Sterile Compounding Government Owned (LSE) 104 0 0 0
Sterile Compounding Nonresident (NSC) 55 0 0 0
Surplus Medication Collection Distribution Intermediary (SME) 1 0 0 0
Third-Party Logistics Providers (TPL) 40 0 0 0
Third-Party Logistics Providers Nonresident (NPL) 122 0 0 0
Veterinary Food-Animal Drug Retailer (VET) 21 0 0 0
Wholesalers (WLS) 545 0 0 0
Wholesalers Government Owned (WLE) 13 0 0 0
Wholesalers Nonresident (OSD) 785 0 0 0
Total 12,468 0 0 0
Total Population of Licenses 140,227 0 0 0
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