COMMONWEALTH OF VIRGINIA
# Meeting of the Board of Pharmacy

Perimeter Center, 9960 Mayland Drive, Third Floor (804) 367-4456 (Tel)
Henrico, Virginia 23233 (804) 527-4472(Fax)

Tentative Agenda of Public Hearing and Full Board Meeting

December 7, 2021 Meeting

9AM
TOPIC

Call to Order of Public Hearings: Cheryl Nelson, PharmD, Chairman
e  Welcome & Introductions

Public Hearings:
e Placing Certain Chemicals into Schedule I

Adjournment of Public Hearings

Call to Order of Full Board Meeting: Cheryl Nelson, Chairman
e Approval of Agenda

Approval of Previous Board Meeting Minutes:
e September 17, 2021, Special Conference Committee
September 23, 2021, Workgroup Additional Duties Pharmacy Technicians
September 24, 2021, Full Board Meeting
September 24, 2021, Public Hearings Medication Carousels, RFID, Limited License Selling
October 5, 2021, Special Conference Committee
October 13, 2021, Formal Hearing
October 18, 2021, Special Conference Committee
November 4, 2021, Regulation Committee
November 9, 2021, Special Conference Committee
November 15, 2021, Special Conference Committee

Call for Public Comment: The Board will receive public comment at this time. The Board will not
receive comment on any regulation process for which a public comment period has closed or any
pending disciplinary matters.

DHP Director’s Report: David Brown, DC
Legislative/Regulatory/Guidance: Elaine Yeatts/Caroline Juran
e Chart of Regulatory Actions
e Regulatory/Policy Actions resulting from 2021 General Assembly
e Legislative Report
o Report of workgroup on expanded duties for pharmacy technicians
o Report of workgroup on protocols for initiating treatment
e Petition for Rulemaking- pharmacy technician administration of vaccines
Adoption of Exempt Regulations for Schedule I
e Report from Regulation Committee:
o Adoption of Recommendations on Periodic Review of Regulations
o Adoption of Final Regulations for Medication Carousels
o Adoption of Limited Licenses for Non-profit Clinics
o Amendments to Guidance Documents
= 110-42 CE Audits
= 110-19 Use of Automated Dispensing Devices in Certain Facilities

e Adoption of Exempt Regulations for Pharmaceutical Processors

PAGES

64-65

7-11

12-19
20-21
22-24
25-26
27-30
31-37
38-39
40-42

43
44-45
46
47-52
53-58
59-62
63-77

78-81
82-106
107-113

114-115
116-117
118-122
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Adoption of Proposed Amendments to Pharmaceutical Processor Regulations (followed by
60-day comment period and adoption at March meeting)
Withdrawal of NOIRA for Chapter 60: Regulations Governing Pharmaceutical Processors

Reports:

Report on Prescription Monitoring Program — Ralph Orr, Director, PMP

Chairman’s Report — Cheryl Nelson, PharmD

Report on Board of Health Professions — Caroline Juran, RPh

Report on Licensure Program — Ryan Logan, RPh and Beth O’Halloran, RPh

Report on Inspection Program — Melody Morton, Inspections Manager, Enforcement Division
Report on Pharmaceutical Processors — Annette Kelley, M.S., C.S.A.C.

Report on Disciplinary Program — Ellen B. Shinaberry, PharmD

Executive Director’s Report — Caroline D. Juran, RPh

Consideration of consent orders, summary suspensions, or summary restrictions, if any.

Adjourn

**The Board will have a working lunch at approximately 12pm.**

***A panel of the Board will tentatively convene at 1:00pm or immediately following
adjournment of the board meeting, whichever is later.***

123-128

129-135

136
137-145
146
147
148



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Friday, September 17, 2021
Commonwealth Conference Center
Second Floor

Department of Health Professions

Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 2 Henrico, Virginia 23233-1463

CALL TO ORDER: A meeting of a Special Conference Committee of the
Board of Pharmacy was called to order at 9:11 am.

PRESIDING: Patricia Richards-Spruill, Committee Chair

MEMBERS PRESENT: William Lee, Committee Member

STAFF PRESENT: Mykl Egan, Discipline Case Manager

GIHAN W. SERAKA
License No. 0202-204419

Closed Meeting;:

Reconvene:

Decision:

Ileita Redd, Discipline Program Specialist
Jessica Kelley, DHP Adjudication Specialist

Gihan W. Seraka, pharmacist reinstatement
applicant, appeared to discuss her application for
reinstatement of her license to practice pharmacy
and that grounds may exist to deny her application
as stated in the Notice dated August 5, 2021.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Gihan W. Seraka. Additionally, he moved that Mykl
Egan and Ileita Redd attend the closed meeting
because their presence in the closed meeting was
deemed necessary and would aid the Committee in
its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 2.2-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
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COAST QUALITY PHARMACY
D/B/A/ ANAZAOHEALTH
CORPORATION

Permit No. 0214-000324

Closed Meeting:

Reconvene;

Decision:

KARE PHARMACY
Permit No. 0201-002103

Page 2

voted to approve the reinstatement of Ms. Seraka’s
license subject to certain terms and conditions.

Hal Weaver, President of Coast Quality Pharmacy
d/b/a/ AnazaoHealth (“ AnazaoHealth”) appeared
to discuss allegations that the pharmacy may have
violated certain laws and regulations governing its
conduct as a non-resident pharmacy delivering in
the Commonwealth of Virginia as stated in the
August 5, 2021 Notice. The pharmacy was
represented by Lee H. Rosebush, Esq., Brian V.
Johnson, Esq. and Marc Wagner, Esq.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
AnazaoHealth. Additionally, he moved that Mykl
Egan and Ileita Redd attend the closed meeting
because their presence in the closed meeting was
deemed necessary and would aid the Committee in
its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 2.2-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Lee and duly seconded by
Mrs. Richards-Spruill, the Committee voted
unanimously to assess a monetary penalty against
AnazaoHealth.

Lisa Cotter, staff pharmacist for KARE Pharmacy,
appeared to discuss allegations that KARE
Pharmacy may have violated certain laws and
regulations governing the conduct of pharmacy as
stated in the July 20, 2021 Notice. The pharmacy
was represented by Hunter Jamerson, Esq.
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Closed Meeting:

Reconvene:

Decision:

LISA KAY COTTER
License No. 0202-208184

Closed Meeting:

Reconvene:;
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Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
KARE Pharmacy. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 2.2-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Lee and duly seconded by
Mrs. Richards-Spruill, the Committee voted
unanimously to refer the matter to a formal
administrative hearing.

Lisa K. Cotter, pharmacist appeared to discuss
allegations that she may have violated certain laws
and regulations governing her practice as a
pharmacist as stated in the July 20, 2021, Notice. She
was represented by Hunter Jamerson, Esq.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of Lisa
K. Cotter. Additionally, he moved that Mykl Egan
and Ileita Redd attend the closed meeting because
their presence in the closed meeting was deemed
necessary and would aid the Committee in its
deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 2.2-3712, the Committee
reconvened in open meeting and announced the
decision.
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Decision:

ADJOURNED:

Patricia Richards-Spruill, Chair

Date

Page 4

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to refer the matter to a formal administrative
hearing.

4:20 pm

Mykl D. Egan
Discipline Case Manager

Date



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY

MINUTES OF PHARMACY TECHNICIAN DUTIES WORK GROUP MEETING

September 23, 2021

CALL TO ORDER:

PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

QUORUM

APPROVAL OF AGENDA:

PUBLIC COMMENTS:

Department of Health Professions
Perimeter Center

9960 Mayland Drive

Henrico, Virginia 23233

A meeting of a Pharmacy Technician Duties Work Group was called to order
at approximately 1:04PM.

William Lee, DPh, Board of Pharmacy Member

Cheryl Nelson, PharmD, Chairman, Board of Pharmacy

Glenn Bolyard, RPh, Board of Pharmacy Member

Patricia Richards-Spruill, RPh, Board of Pharmacy Member

Jermaine Smith, PharmD, President, Virginia Association of Chain Drug
Stores (VACDS)

Tana Kaefer, PharmD, Virginia Pharmacists Association (VPhA)

Jessica Langley, MS, Executive Director of Education and Advocacy,
National Healthcareer Association

Jamin Engle, PharmD, Virginia Society of Health-System Pharmacists

Caroline D. Juran, RPh, Executive Director, Board of Pharmacy

Ryan Logan, RPh, Deputy Executive Director, Board of Pharmacy

Beth O’Halloran, RPh, Deputy Executive Director, Board of Pharmacy

Ellen B. Shinaberry, PharmD, Deputy Executive Director, Board of Pharmacy
Elaine Yeatts, Senior Policy Analyst, DHP

Barbara Allison-Bryan, M.D., Chief Deputy Director, DHP

James Rutkowski, Assistant Attorney General

Sorayah Haden, Executive Assistant, Board of Pharmacy

A quorum was established.

An amended list of work group members correctly identifying Tana Kaefer,
PharmD as representing the Virginia Pharmacists Association was provided
to the members and public. A motion was unanimously passed to approve the
agenda as presented.

Jodi Roth, representing VACDS, read a portion of the written comments
jointly prepared by VACDS and the National Association of Chain Drug
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CHARGE OF WORK GROUP

ELIMINATION OF
PHARMACIST TO
PHARMACY TECHNICIAN
RATIO

MOTION:

Stores (NACDS) which was provided to the members and the public as a
handout. Within the handout entitled Enhance Access to Patient Care in
Virginia by Modernizing Laws and Regulations to Optimize the Use of
Pharmacy Technicians for Technical and Administrative Tasks, the
organizations offered the following recommendations: eliminate pharmacy
technician to pharmacist ratio and expand duties that pharmacy technicians
can perform. Specifically, the recommended expanded duties included:
permanent authority to administer vaccines consistent with PREP Act
authorities; permanent authority to administer both COVID-19 and other
point of care CLIA-waived tests; technician product verification; accept new
telephone prescriptions; transfer prescriptions; clarify prescriptions; and other
nondiscretionary functions as delegated by the supervising pharmacist.

Christina Barrille, Executive Director, VPhA commented that they have a few
concerns regarding the recommendations offered by VACDS/NACDS.
Specifically, VPhA opposes the elimination of the pharmacist to pharmacy
technician ratio and that physical on-site supervision is important. She stated
that any expansion of pharmacy technician duties should be done
methodically. She referenced difficulty in getting pediatric appointments
currently and that access to vaccines is important. She stated that it would be
difficult to take away vaccine allowances after the pandemic since the current
model under PREP Act allowances is working.

The work group reviewed two other handouts of public comment from the
Virginia Chapter of the American Academy of Pediatrics (AAP) and the
Medical Society of Virginia (MSV) that board staff received via email prior
to the meeting. The Virginia Chapter of the AAP strongly opposes allowing
pharmacy technicians to provide vaccinations to those under the age of 18 as
they believe children should receive vaccines in their medical home. MSV
believes expanding pharmacy technician duties may be premature and
requests the work group to defer additional recommendations until after the
work pertaining to statewide protocols for pharmacists.

Lee provided an overview of the work group’s charge pursuant to the third
enactment of HB 1304 and SB 830 (2020 General Assembly session).

The work group discussed VACDS/NACDS’ request to eliminate the
pharmacist to pharmacy technician ratio. Langley commented that Virginia
has very high educational standards since now requiring completion of an
accredited training program. Bolyard opposed elimination of ratio. Engle
commented that VSHP agrees with VPhA that the ratio should not be
eliminated.

Motion to eliminate the pharmacist to pharmacy technician ratio failed
due to a lack of a second. (motion by Smith)

2
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MOTION:

VACCINE
ADMINISTRATION

MOTION

ADMINISTRATION OF

COVID-19 AND OTHER
POINT OF CARE CLIA-

WAIVED TESTS

PRODUCT VERIFICATION

The work group voted 6:2 to decline VACDS/NACDS’ recommendation
to eliminate the pharmacist to pharmacy technician ratio. (motion by
Nelson, seconded by Bolyard; opposed by Smith and Langley)

Kaefer recommended restricting vaccine administration to 18 years and older
since pharmacists are limited to this age group. Bolyard supported
administration to 3 years of age and older. Engle supported 3 years and older
due to concerns with access and current model working, but believes training
must continue to be required. Langley recommended keeping training
requirements under PREP Act or adopt other requirements. Smith didn’t
want to close door to access given healthcare deserts. Kaefer stated training
should focus on administration, not selection of vaccine as is required of a
pharmacist.  Engle stated pharmacy technician should obtain national
certification. Langley commented that they should be required to maintain
certification.

The work group voted 7:1 to include a recommendation in the legislative
report to permanently authorize a pharmacy technician, who has
obtained and maintains national certification, to administer vaccines
consistent with the authority and training required under the Health and
Human Services PREP Act. (motion by Smith, seconded by Nelson;
opposed by Richards-Spruill)

Ms. Juran read from the COVID-19 Testing Resource Document on the
board’s website that states the following: The Virginia Board of Pharmacy
has a longstanding position that the performing of CLIA-waived tests is
within the scope of practice of pharmacy. Tests must be administered in
accordance with FDA’s CLIA requirements.  Pharmacists, along with
pharmacy technicians and pharmacy interns under the supervision of a
pharmacist may perform CLIA-waived tests. Per CLIA requirements, training
for how to collect the sample and perform the test must be documented.
Because pharmacy technicians may already administer CLIA-waived tests,
the work group took no action.

It was commented that responsibility for any verification errors should shift to
the pharmacy technician and not fall back to the supervising pharmacist.
Engle recommended for institutional settings. He referenced Schedule VI
drugs, unit dose, if administered by a licensed health professional, and
language similar to proposed regulations for medication carousel and RFID
technology. Smith and Lee commented that additional input is necessary.
Shinaberry briefly summarized the six innovative pilots authorizing pharmacy
technician product verification. Five are in hospitals, one in long term care.
One use medication carousels, one uses automated dispensing devices, one
uses bar-code technology, and all settings use a licensed person at the point of
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MOTION:

ACCEPTING NEW
TELEPHONE
PRESCRIPTIONS AND
CLARIFYING
PRESCRIPTIONS

MOTION:

MOTION:

TRANSFER PRESCRIPTIONS

MOTION:

OTHER
NONDISCRETIONARY

administration.

The work group voted unanimously to recommend that the Board of
Pharmacy further explore the subject of pharmacy technician product
verification. (motion by Nelson, seconded by Engle)

Concerns were expressed by Bolyard and Richards-Spruill. ~ Smith
commented that Virginia’s educational standards have increased and since
most prescriptions are e-prescribed, there are very few verbal orders. He
suggested restricting to Schedule VI drugs only and clarifying only refills or
quantities.

The work group voted unanimously to include a recommendation in the
legislative report to allow a pharmacy technician to clarify the number of
refills and drug quantity for Schedule VI new prescriptions or refill
prescriptions. (motion by Nelson, seconded by Bolyard)

The work group voted 6:2 to not allow pharmacy technicians to accept
new prescriptions. (Nelson, Bolyard; opposed by Smith and Langley)

Members mentioned the inconvenience of requiring a physical authorization
of the pharmacist for each new or transferred prescription received.

Discussion focused on Schedule VI drugs only and not an on-hold
prescription, electronic transfer or faxed transfer. Discussion also focused on
the importance of a pharmacist authorizing the transfer. There appeared to be
consensus that the pharmacist-in-charge could document which qualifying
pharmacy technicians were authorized to transfer certain Schedule VI
prescriptions and that the document should be readily available for inspector
review.

The work group voted unanimously to include a recommendation in the
legislative report to allow a nationally certified pharmacy technician to
electronically transfer a Schedule VI refill prescription that is not an on-
hold prescription when authorized by the pharmacist-in-charge.

Engle recommended the work group consider an ability for pharmacy
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FUNCTIONS

MOTION

MEETING ADJOURNED:

William Lee, Chairman

DATE:

technicians to take accurate medication histories for patients. There was
discussion regarding how this would differ from medication reconciliations.
Staft commented that the Board has a long-standing position that pharmacy
technicians may perform medication reconciliations. Engle commented that
there is confusion among licensees and that perhaps clarification is simply
needed. Board counsel agreed that 54.1-3321 of the Code of Virginia appears
to already authorize pharmacy technicians to perform this task if the Board
views this duty as “the entry of prescription information and drug history into a
data system or other record keeping system”.

The work group voted unanimously to recommend to the Board of
Pharmacy to clarify regulations, if necessary, to clearly authorize
pharmacy technicians to take medication histories independently to
include drug name, dose, and frequency. (motion by Engle, seconded by
Nelson)

Having completed all business on the agenda, the meeting was adjourned at
4:15pm.

Caroline D. Juran, Executive Director

DATE:



September 24, 2021

CALL TO ORDER:
PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

PHARMACISTS AWARDED
1-HOUR OF LIVE OR REAL-
TIME INTERACTIVE

CONTINUING EDUCATION

FOR ATTENDING MEETING:

QUORUM

APPROVAL OF AGENDA:

(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF FULL BOARD MEETING

Department of Health Professions

Perimeter Center

9960 Mayland Drive
Henrico, Virginia 23233

A full board meeting was called to order at 9:18 AM.
Cheryl H. Nelson, Chairman

R. Dale St. Clair Jr, Vice Chairman
Bernard Henderson, Jr.

James L. Jenkins, Jr.

William Lee

Sarah Melton

Patricia Richards-Spruill

Glenn Bolyard

Cheryl Garvin

Kristopher Ratliff

Caroline D. Juran, Executive Director

Annette Kelley, Deputy Executive Director

Ryan Logan, Deputy Executive Director

Beth O’Halloran, Deputy Executive Director
Ellen B. Shinaberry, Deputy Executive Director
Elaine Yeatts, Senior Policy Analyst, DHP
Barbara Allison-Bryan, M.D., Chief Deputy, DHP
James Rutkowski, Assistant Attorney General
Sorayah Haden, Executive Assistant, DHP

Ademola Are

With ten members participating, a quorum was established.

An amended agenda, along with several documents, were provided as
handouts. Changes included on the amended agenda were: reference to
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APPROVAL OF PREVIOUS
BOARD MEETING MINUTES

MOTION:

PUBLIC COMMENTS:

DHP DIRECTOR’S REPORT:

handouts for amended minutes from June 28, 2021 and July 13, 2021; two
handouts regarding Guidance Documents 110-9 and 110-34; a handout
regarding the Adoption of Policy Regarding Meetings with Electronic
Participation; and a handout regarding a Request from the Virginia Hospital
and Healthcare Association (VHHA) for stakeholder meetings on white
bagging. The amended agenda was accepted as presented.

Several amendments were offered to the draft minutes included in the agenda
packet.

The Board voted unanimously to adopt the minutes for June 3, 2021
through August 24, 2021 as presented and amended as follows:

e On page 2 of June 4, 2021 full board minutes, under “Approval of
Previous Board Meeting Minutes”, correct to read “insert
legislation to authorize adult use marijuana...” after “discussions
regarding concerns for 1”;

e On page 3 of the July 26, 2021 Special Conference Committee,
change “he” to “she” regarding Tina Dodson. (motion by Jenkins,
seconded by Richards-Spruill)

Christina Barrille, Executive Director, Virginia Pharmacists Association,
welcomed newly-appointed board member, Cheri Garvin, and thanked staff,
all pharmacists and pharmacy technicians for their hard work. She referenced
National Pharmacists Month during the month of October. She provided a
one-page handout of technical comments on agenda pages 160-214 regarding
statewide protocols. She expressed concern for employee burnout and
reported that October 5, 2021 is VPhA’s Buddy Check Day.

The chairman highlighted to the Board that a handout of written public
comment was provided at their seat. Staff received the written comment via
email prior to the meeting from Ryan M. Martin, Esq. regarding “Board of
Pharmacy Policy Regarding Department of Behavioral Health Licensed
Facilities”.

Barbara Allison-Bryan, M.D., Chief Deputy Director, Department of Health
Professions presented the Director’s Report on behalf of Dr. Brown. Dr,
Allison-Bryan commented that 70% of the agency is currently teleworking
and expected to return to the office in January 2022. She presented the
vaccination status of the state. Virginia is ranked as the 12™" state within the
U.S. of vaccinated people. 71% of the people 18 years and older have
received both doses of the vaccine. 80% of people 18 years and older have
received at least one of the doses. DHP has implemented the mandate to be
vaccinated or participate in weekly testing. 80% of DHP is currently fully
vaccinated. IT has created a tracking portal for COVID testing and
vaccination status on the Intranet for agency staff. She stated that a substance
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CHART OF REGULATORY
ACTIONS

REGULATORY/POLICY
ACTIONS RESULTING
FROM 2021 GENERAL
ASSEMBLY SESSION

AMEND EMERGENCY
REGULATIONS
REGARDING
PHARMACISTS INITIATING
TREATMENT

MOTION:

ADOPTION OF STATEWIDE

PROTOCOLS FOR
INITITATING TREATMENT

PHARMACIST VACCINE

PROTOCOL

MOTION:

PHARMACIST PROTOCOL
TO LOWER OUT-OF-
POCKET EXPENSES

MOTION:

HIV PrEP PROTOCOL

abuse-related workgroup will meet next week regarding HB 2300.

Mrs. Yeatts briefly reviewed the information on pages 148-151 of the agenda.

Required legislative reports are currently being prepared.

Ms. Yeatts commented that the red language reflects draft proposed language
based on 2021 legislative changes.

The Board voted unanimously to adopt the emergency regulations as
presented. (motion by St. Clair Jr, seconded by Melton)

The Board unanimously adopted the vaccine statewide protocol for
pharmacists to initiate treatment as presented. (motion by St. Clair,
seconded by Melton)

The Board voted unanimously to amend the current protocol to lower
out-of-pocket expenses as presented. (motion by Jenkins, seconded by
Henderson)

There was discussion regarding whether a pharmacist may order the labs
referenced in the protocol. Ms. Juran commented that the law regarding
collaborative practice agreements authorizes pharmacists to order laws.
Counsel confirmed that the law regarding a pharmacist’s ability to initiate
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MOTION:

HIV PEP

MOTION:

TUBERCULIN SKIN TEST
ONE-STEP PROTOCOL

MOTION

TUBERCULIN SKIN
TESTING TWO-STEP
PROTOCOL

MOTION:

REGULATIONS
GOVERNING
PHARMACEUTICAL
PROCESSORS

ACTION ITEM:

treatment appears to authorize pharmacists to order labs that would be
necessary to determine if a particular drug should be initiated and at what
dose.

The Board voted unanimously to adopt the PrEP protocol as presented
and amended by: including a footnote that a pharmacy may convert the
protocol documents to an electronic format if the questions and process
are identical to the adopted protocol; changing drug brand names to
generic names; and inserting a statement on page 171 of the agenda
packet that the pharmacist may order necessary labs if not complete.
(motion by Lee, seconded by Richards-Spruill)

The Board voted unanimously to adopt the PEP protocol as presented
and amended by: including a footnote that a pharmacy may convert the
protocol documents to an electronic format if the questions and process
are identical to the adopted protocol. (motion by St.Clair, seconded by
Melton)

The Board voted unanimously to adopt the Tuberculin Skin Test One-
Step protocol as presented and amended by: including a footnote that a
pharmacy may convert the protocol documents to an electronic format if
the questions and process are identical to the adopted protocol. (motion
by Richards-Spruill, seconded by Jenkins)

There was discussion that Appendix C is simply to show how to place the
TST.

The Board voted unanimously to adopt the Tuberculin Skin Test Two-
Step protocol as presented and amended by: including a footnote that a
pharmacy may convert the protocol documents to an electronic format if
the questions and process are identical to the adopted protocol. (motion
by Richards-Spruill, seconded by Bolyard)

The Board previously adopted a NOIRA based on a petition for rulemaking.

Actions identified on page 219. St.Clair acknowledged that educational
presentations may be offered at offsite locations.

Staff will research more information regarding request #4 on page 226 to
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ACTION ITEM:

MOTION:

HEALTHCARE
WORKFORCE DATA
CENTER DIRECTOR’S
REPORT

MOTION:

MOTION:

PETITION FOR
RULEMAKING REGARDING
AUTOMATED DISPENSING
DEVICES

MOTION:

REPEALING PARTS OF

18VAC110-20-322
SCHEDULE | CHEMICALS

amend 18VAC110-60-290 to remove duplicative information between the
product label and patient label.

Regarding request #7 on page 226, staff will research if there is a better
regulation to amend since really verifying patient registration prior to
accessing facility and not prior to dispensing product.

The Board voted unanimously to adopt the proposed regulations as
presented. (motion by Jenkins, seconded by St.Clair)

The Board voted unanimously to withdraw the three following
pharmaceutical processor regulatory actions previously adopted by the
Board since they have now been incorporated into the regulations that
become effective September 1, 2021: 1)Action relating to changes in to
law in 2020 General Assembly Session; 2) Action related to wholesale
distribution and registered agents; and 3) Action related to vaping.
(motion by Bolyard, seconded by Richards-Spruill)

Elizabeth Carter, PhD reported that pharmacist job satisfaction is up, even
during a pandemic. 68% of the pharmacists responding to the survey obtained
a PharmD degree. The workforce data center is starting to look at
unemployment. Pharmacy technicians are making more money, but there are
fewer in the workforce.

The Board voted unanimously to change any reference to “license” or
“licensee” to “registration” or “registrant” in the Pharmacy Technician
Workforce Survey Report. (motion by Richards-Spruill, seconded by
Henderson)

The Board voted unanimously to adopt the 2020 Pharmacist and
Pharmacy Technician Healthcare Workforce Survey Reports as
presented and amended. (motion by Henderson, seconded by Richards-
Spruill)

The Board voted unanimously to accept the petition and initiate
rulemaking regarding 18VAC110-20-460 and 18VAC110-20-490.

All of the board actions in 18VAC110-20-322 A through C have now been
scheduled in the Drug Control Act so they need to be removed from the
regulations.
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MOTION:

GUIDANCE DOCUMENTS

MOTION:

MOTION:

MOTION:

MOTION:

MOTION:

MOTION/ACTION ITEM:

The Board voted unanimously to adopt the final regulation of
18VAC110-20-322 as presented. (motion by Ratliff, seconded by
Richards-Spruill)

The Board voted unanimously to amend the draft language in Guidance
Document 110-34 regarding background checks for certain facilities by
changing six months to 90 days. (motion by Henderson, seconded by
Jenkins)

The Board voted unanimously to amend the following guidance
documents as presented and amended:
e 110-1 (Facility Categories)
e 110-5 (Theft/Loss Reports)
e 110-9 (Monetary Penalties)
e 110-30 (Animal Shelters), amend further by removing reference to
“Pound” as this term has been removed from the Code;
e 110-31 (Approved Capture Drugs), amend further by changing
Code section to 3.2-6500
e 110-44 (Naloxone)
e 110-34 (Certain Facility Background Checks) as previously
amended. (motion by Richards-Spruill, seconded by Henderson)

The Board voted unanimously to repeal Guidance Document 110-50
(Telemedicine by Registered Practitioners of Cannabis Oil) as this is
outdated based on recent legislative changes. (motion by St.Clair,
seconded by Bolyard)

The Board voted unanimously to adopt as presented a new Guidance
Document 110-20 regarding background checks for cannabis dispensing
facilities. (motion by Henderson, seconded by Jenkins)

The Board voted unanimously to adopt as presented a new Guidance
Document 110-19 regarding use of automated dispensing devices in
certain DBHDS-licensed facilities. (motion by Ratliff, seconded by Lee)

The Board voted unanimously to adopt as presented a new Guidance
Document regarding emergency medical services (EMS) drug kits and to
invite a representative from the Office of Emergency Medical Services to
the next Regulation Committee meeting to further discuss any issues of
concern regarding EMS drug kits. (motion by Ratliff, seconded by Lee)

The Board voted unanimously to adopt as presented the policy regarding
meetings with electronic participation. (motion by St. Clair, seconded by
Melton)
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OLD BUSINESS:

FDA MOU ON
COMPOUNDING
INORDINATE AMOUNTS
NEW BUSINESS:

REQUEST FROM VHHA FOR
STAKEHOLDER MEETINGS
ON WHTE BAGGING

ACTION ITEM:

REPORT FROM HEALTH
PRACTITIONER’S
PRESCRIPTION
MONITORING PROGRAM

REPORTS

CHAIRMAN’S REPORT:

REPORT ON BOARD OF
HEALTH PROFESSIONS

The Board requested that it be noted in the minutes that no action will be
taken on the FDA MOU since the MOU has been withdrawn based on a
recent federal court ruling.

The Board requested that Ms. Juran respond to VHHA that the matter
was discussed, no action will be taken at this time, and that they are
welcome to share with the Board any specific requests it may have for
rulemaking in the future.

Dr. Allison-Bryan, Amy Ressler, and Chris Buisset presented a PowerPoint
presentation to explain the functions and goals of the Health Practitioner’s
Monitoring Program. The program was created to assist in recovery, not
treatment. It is considered an alternative to disciplinary action. The program
has a contract with VCU which monitors the compliance of client’s recovery
plan. The program included a dedicated case manager and ongoing
monitoring. Scholarships have been created to assist with the cost of the
program. Contracts last 3-5 years, most commonly 5 years. Screening tests
can cost approximately $35-50 per screen. VCU will assist with negotiating
treatment options and will help client get on Medicaid, if necessary, to lower
costs. Client must call test line daily. Most are diagnosed with substance use
disorder (alcohol 40%; opioid 30%); mental health diagnosis about 10%.
Cannot look for work without case manager cooperation. Pharmacist
typically allowed to work at one location, no more than 40 hours per week,
cannot serve as pharmacist-in-charge upon initial return, required to work
with another pharmacist initially for most of the shift, worksite monitor and
employer reports to HPMP monthly, peer monitor may be engaged.

The chairman recalled her experience during her recent trip to Annapolis, MD
for the NABP/AACP Districts 1 & 2 Meeting.

Ms. Juran commented that there are a number of vacant member positions on
the Board of Health Professions and that it has not met recently. This
includes a vacancy from the Board of Pharmacy since Ryan Logan accepted
the position of Deputy Executive Director with the Virginia Board of
Pharmacy.
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REPORT ON LICENSURE
PROGRAM

REPORT ON INSPECTION
PROGRAM

REPORT ON
PHARMACEUTICAL
PROCESSORS

REPORT ON DISCIPLINARY
PROGRAM

EXECUTIVE DIRECTOR’S

REPORT

RATIFICATION OF
CONSENT ORDERS

MOTION:

MEETING ADJOURNED:

Ms. O’Halloran provided a licensing report including data for various licenses
issued by the Board. Page 309 of the agenda packet provides the number of
newly issued licenses, registrations and permits for each category as well as a
total number of licensees.

Tim Reilly, DHP Pharmacist Inspector, presented the inspection report. He
introduced to the Board Srini Peddi who is a new pharmacist inspector with
the Department of Health Professions’ Enforcement Division. Mr. Reilly
reported that 431 inspections were conducted last quarter. Due to COVID-19,
the inspectors are conducting 14-18 inspections per month per inspector. Page
310 of the agenda displayed a chart reporting the various types of inspections
conducted from April 1, 2021 through June 30, 2021.

Ms. Kelley provided a Pharmaceutical Processors Report. All four currently
permitted pharmaceutical processors are now submitting medical cannabis
product applications for approval. The Board is receiving, on average, 1,000
to 1,200 patient applications per week. The Board is currently recruiting three
additional temporary staff members. The agency is working on acquiring a
new patient registration platform for future Pharmaceutical Processors
applicants.

Dr. Shinaberry presented the Disciplinary Report. The Board currently has
351 total cases, with majority regarding patient care. She reported the overall
case load increased by 51 cases since last reported.

Ms. Juran provided the Executive Director’s Report. She informed the Board
of the vacant staffing positions available. The staff is continuing to telework
with limited hours on-site. She provided an update on current projects of the
Board including EMS guidance, E-newsletters, and the new licensing
software for the cannabis program.

Dr. Shinaberry presented three signed consent orders for ratification.
The Board voted unanimously to accept and ratify the three signed
consent orders as presented by Dr. Shinaberry. (motion by Melton,

seconded by Richards-Spruill)

3:14 PM



Virginia Board of Pharmacy Minutes
September 24 2021

Cheryl H. Nelson, Chairman Caroline D. Juran, Executive Director

DATE: DATE:



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY

MINUTES OF PUBLIC HEARINGS REGARDING MEDICATION CAROUSELS AND
RFID TECHNOLOGY; LIMITED LICENSE FOR SELLING SCHEDULE VI DRUGS IN

September 24, 2021

CALL TO ORDER:

PRESIDING:

MEMBERS PRESENT:

MEMBERS ABSENT:

STAFF PRESENT:

PUBLIC HEARING

PUBLIC COMMENTS:

NON-PROFIT CLINICS

Department of Health Professions
Perimeter Center

9960 Mayland Drive

Henrico, Virginia 23233

Public hearings of the Board of Pharmacy were called to order at 9:11AM.
Cheryl H. Nelson, Chairman

R. Dale St. Clair Jr, Vice Chairman
Bernard Henderson, Jr.

James L. Jenkins, Jr.

William Lee

Patricia Richards-Spruill

Glenn Bolyard

Cheryl Garvin

Kristopher Ratliff

Sarah Melton

Caroline D. Juran, Executive Director

Annette Kelley, Deputy Executive Director

Ryan Logan, Deputy Executive Director

Beth O’Halloran, Deputy Executive Director
Ellen B. Shinaberry, Deputy Executive Director
Elaine Yeatts, Senior Policy Analyst, DHP
Barbara Allison-Bryan, M.D., Chief Deputy, DHP
James Rutkowski, Assistant Attorney General
Sorayah Haden, Executive Assistant, DHP

Public hearings were held to receive public comment on proposed regulations
regarding: medication carousels and RFID technology; and, limited licenses
to sell Schedule VI drugs in non-profit clinics.

Mark Hickman representing the Virginia Society of Health-Systems
Pharmacists referenced written comment submitted by the organization
regarding medication carousels and RFID technology. The written comment
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MEETING ADJOURNED:

Cheryl H. Nelson, Chairman

DATE:

was provided as a handout to the Board.

No other public comments were offered to the Board.

9:17 AM

Caroline D. Juran, Executive Director

DATE:
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VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Tuesday, October 5, 2021
Commonwealth Conference Center
Second Floor

Department of Health Professions

Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 2 Henrico, Virginia 23233-1463
CALL TO ORDER: A meeting of a Special Conference Committee of the

Board of Pharmacy was called to order at 9:06 am.
PRESIDING: Kristopher Ratliff, Committee Chair
MEMBERS PRESENT: Dale St. Clair, Committee Member
STAFF PRESENT: Ellen Shinaberry, Deputy Executive Director

Mykl Egan, Discipline Case Manager

Ileita Redd, Discipline Program Specialist

Claire Foley, DHP Adjudication Specialist

Jessica Weber, DHP Adjudication Specialist

David Robinson, DHP Adjudication Specialist
CVS/PHARMACY #8302 Olivia L. Darvish-Basseri, Pharmacist-in-Charge of

Permit No. 0201-004432

Closed Meeting:

CVS/Pharmacy #8302 and Paul McCormick, CVS
District Leader, appeared as representatives of the
pharmacy to discuss allegations that it may have
violated certain laws and regulations governing the
conduct of a pharmacy as stated in the July 1, 2021
Notice. They were represented by George H.
Parcells, Esq. and T. Huntley Thorpe, III, Esq.

Upon a motion by Mr. St. Clair, and duly seconded
by Mr. Ratliff, the Committee unanimously voted to
convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
CVS/Pharmacy #8302. Additionally, he moved
that Ellen Shinaberry, Mykl Egan and Ileita Redd
attend the closed meeting because their presence in
the closed meeting was deemed necessary and
would aid the Committee in its deliberations.
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Reconvene:

Decision:

ADKOA Pharmacy
Permit No. 0201-004744

Closed Meeting:

Reconvene:

Decision:

ADJOURNED:

Page 2

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. St. Clair and duly seconded
by Mr. Ratliff, the Committee voted unanimously to
assess a monetary penalty against CVS/Pharmacy
#8302 and to impose certain terms and conditions
against the pharmacy.

Adwoa Addai, Pharmacist-in-Charge of AdKOA
Pharmacy appeared as a representative of the
pharmacy to discuss allegations that it may have
violated certain laws and regulations governing the

conduct of a pharmacy as stated in the August 19,
2021 Notice.

Upon a motion by Mr. St. Clair, and duly seconded
by Mr. Ratliff, the Committee unanimously voted to
convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
AdKOA Pharmacy. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. St. Clair and duly seconded
by Mr. Ratliff, the Committee voted unanimously to
assess a monetary penalty against AdKOA
Pharmacy and to impose certain terms and
conditions against the pharmacy.

4:50 p.m.
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Kristopher Ratliff, Chair

Date
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Mykl Egan
Discipline Case Manager

Date



(DRAFT/UNAPPROVED)
VIRGINIA BOARD OF PHARMACY
MINUTES OF A PANEL OF THE BOARD

Wednesday, October 13, 2021 Department of Health Professions
Commonwealth Conference Center Perimeter Center
Board Room 4 9960 Mayland Drive

Henrico, Virginia 23233

Orders/Consent Orders referred to in these minutes are available upon request

CALL TO ORDER: A meeting of a panel of the Board of Pharmacy (“Board”) was
called to order at 09:28 AM.

PRESIDING: Cheryl Nelson, Chairman

MEMBERS PRESENT: Dr. Dale St. Clair Ms. Cheri Garvin

Mr. Glenn Bolyard
Dr. Cheryl Nelson
Mr. Jim Jenkins

STAFF PRESENT: Caroline D. Juran, Executive Director
Ellen B. Shinaberry, Deputy Executive Director
James Rutkowski, Assistant Attorney General
Sorayah Hayden, Administrative Assistant

QUORUM: With five (5) members of the Board present, a panel of the
board was established.

PHARMACY SERVICES OF AMERICA, A formal hearing was held in the matter of Pharmacy Services
LLC of America, LLC to discuss allegations the pharmacy may
Permit No. 0201-004868 have violated certain laws and regulations governing the

practice of pharmacy in Virginia.

Sean Murphy, Assistan Attorney General and David
Robinson, DHP Adjudication Specialist, presented the case.

Donna Stevens, Pharmacist in Charge, was present on behalf
of Pharmacy Services of America, LLC. Pharmacy Services of
America, LLC was not represented by counsel.

Katrina Trelease, DHP Pharmacy Inspector, Billie Jo
Prillaman, Pharmacy Technician, and Christy Sloan,
Pharmacist, testified on behalf of the Commonwealth.

Donne Stevens testified on behalf of Pharmacy Services of
America, LLC.
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April 27, 2021

CLOSED MEETING:

RECONVENE:

DECISION:

ADJOURN:

Upon a motion by Dr. St. Clair, and duly seconded by Mr.
Bolyard, the panel voted 5-0, to convene a closed meeting
pursuant to § 2.2-3711(A)(27) of the Code of Virginia
(“Code”), for the purpose of deliberation to reach a decision
regarding the matter of Pharmacy Services of America, LLC.
Additionally, he moved that Caroline Juran, Ellen Shinaberry,
Sorayah Hayden and Jim Rutkowski attend the closed
meeting.

Having certified that the matters discussed in the preceding
closed meeting met the requirements of § 2.2-3712 of the Code,
the panel re-convened an open meeting and announced the
decision.

Upon a motion by Mrs. Garvin, and duly seconded by Dr. St.
Clair, the panel voted 5-0 to accept the Findings and Facts and
Conclusion of Law as proposed by the Commonwealth and
revised by the Board. Upon a motion by Mr. Jenkins, and duly
seconded by Mr. Bolyard, the panel voted 5-0 to revoke the
pharmacy permit of Pharmacy Services of America, LLC and
impose a monetary penalty.

With all business concluded, the meeting adjourned at 1:10
PM.

Cheryl Nelson, Chair

Date

Caroline D. Juran
Executive Director

Date
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VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Monday, October 18, 2021
Commonwealth Conference Center
Second Floor

Department of Health Professions

Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 2 Henrico, Virginia 23233-1463

CALL TO ORDER: A meeting of a Special Conference Committee of the
Board of Pharmacy was called to order at 9:00 am.

PRESIDING: Dale St. Clair, Committee Chair

MEMBERS PRESENT: Glenn Bolyard, Committee Member

STAFF PRESENT: Mykl Egan, Discipline Case Manager

DENNIS L. MAKOVSKY
License No. 0202-009878

Closed Meeting:

Reconvene:

Decision:

Ileita Redd, Discipline Program Specialist
David Robinson, DHP Adjudication Specialist

Dennis Makovsky appeared to discuss allegations
that he may have violated certain laws and
regulations governing the practice of pharmacy as
stated in the September 2, 2021 Notice. Mr.
Makovsky was not represented by counsel.

Upon a motion by Mr. Bolyard, and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Dennis Makovsky. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Bolyard and duly seconded
by Mr. St. Clair, the Committee voted unanimously
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BRITTANY GOODMAN
License No. 0202-217611

Closed Meeting:

Reconvene:

Closed Meeting:

Reconvene:

Page 2

to order Mr. Makovsky to take additional
continuing education.

Brittany Goodman appeared to discuss allegations
that she may have violated certain laws and
regulations governing the practice of pharmacy as
stated in the September 2, 2021 Notice. Ms.
Goodman was not represented by counsel.

Upon a motion by Mr. Bolyard, and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(15) for the purpose of discussing
the medical records of Brittany Goodman.
Additionally, he moved that Mykl Egan, Ileita
Redd, David Robinson and Brittany Goodman
attend the closed meeting because their presence in
the closed meeting was deemed necessary and
would aid the Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Bolyard, and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Brittany Goodman. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.
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Decision:

CARMEN WITSKEN
License No. Applicant

Closed Meeting:

Reconvene:

Closed Meeting:

Reconvene:

Page 3

Upon a motion by Mr. Bolyard and duly seconded
by Mr. St. Clair, the Committee voted unanimously
to place Ms. Goodman under certain terms and
conditions.

Carmen Witsken appeared to discuss her
application for licensure as a pharmacist and that
allegations exist to deny that application as stated in
the September 9, 2021 Notice. Ms. Witsken was not
represented by counsel.

Upon a motion by Mr. Bolyard, and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code §2.2-3711(A)(15) for the purpose of discussing
the medical records of Carmen Witsken.
Additionally, he moved that Mykl Egan, Ileita
Redd, David Robinson and Carmen Witsken attend
the closed meeting because their presence in the
closed meeting was deemed necessary and would
aid the Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Bolyard, and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Carmen Witsken. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.
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Decision:

ADJOURNED:

Dale St. Clair, Chair

Date

Page 4

Upon a motion by Mr. Bolyard and duly seconded
by Mr. St. Clair, the Committee unanimously voted
to grant Ms. Witsken’s application for licensure by
examination.

11:50 a.m.

Mykl Egan
Discipline Case Manager

Date



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
REGULATION COMMITTEE MEETING

November 4, 2021 Department of Health Professions
Perimeter Center
9960 Mayland Drive

Henrico, Virginia 23233

CALL TO ORDER: A meeting of the Regulation Committee was called to order at 9:05am.
PRESIDING: Dale St. Clair, PharmD, Committee Chairman
MEMBERS PRESENT: Kristopher Ratliff, DPh
William Lee, DPh
Glenn Bolyard, RPh
Patricia Richards-Spruill, RPh
STAFF PRESENT: Caroline D. Juran, RPh, Executive Director
Ryan Logan, RPh, Deputy Executive Director
Beth O’Halloran, RPh, Deputy Executive Director (arrived approx. 9:30am)
Ellen B. Shinaberry, PharmD, Deputy Executive Director
Barbara Allison-Bryan, M.D., Chief Deputy Director, DHP (departed 1pm)
James Rutkowski, Assistant Attorney General
Sorayah Haden, Executive Assistant
QUORUM With five members present, a quorum was established.
APPROVAL OF AGENDA: The agenda was accepted as presented.
PHARMACISTS AWARDED

1-HOUR OF LIVE OR REAL-
TIME INTERACTIVE
CONTINUING EDUCATION

FOR ATTENDING MEETING:

Jamin Engel

Leah Boardwine
Christopher Bannon
Larry Glenn Bolyard
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PUBLIC COMMENTS:

Joseph Lavino, Senior Legal Counsel, CVS Health, provided public comment
pertaining to the draft language regarding unprofessional conduct for
consideration during the periodic regulatory review. Lavino acknowledged
that times are tough, but questioned whether regulation that further scrutinize
industry standards is appropriate. He encouraged the board to collaborate
with pharmacies instead of imposing disciplinary action, and recommended
letting the free market dictate. One size fits all regulations may prevent
progress and innovation. He stated that CVS is looking at mandatory meal
breaks and shared services; is mass hiring and increasing pharmacy technician
wages. He commented that the draft language comes from Oregon about 9
years ago, results from a flawed survey, is unenforceable, denies due process,
and are too vague. “Sufficient staffing” and “distraction” aren’t clear,
“fatigue” may be due to poor sleep, “production quotas” are used by all
businesses to measure performance, and the draft language could prohibit
metrics that focus on patients.

John Beckner, Senior Director, Strategic Initiatives at National Community
Pharmacists Association (NCPA) referenced written comment submitted to
the board and provided as a handout. NCPA commends the board for
addressing issues of patient care, stated the proposed language is in response
of pharmacists and pharmacy technicians experiencing greater workload and
burnout which has resulted in serious errors. He offered comment supportive
of the draft language regarding unprofessional conduct. NCPA welcomes the
board’s approach to encourage working conditions that prevent fatigue and
give sufficient time to complete their professional duties and responsibilities.

Alicia Palombo, Senior Advisor Pharmacy Regulatory Affairs at CVS Health
requested further guidance from the Board as to how a pharmacy manager
could implement the draft regulations regarding unprofessional practice
within his or her pharmacy. She stated the language is too vague. She
commended the board for its consideration of “professional judgement” in
18VAC110-20-270. Regarding 18VAC110-20-110, she expressed concern
for sourcing, hiring, and training a new employee within the 14-day change of
PIC requirement and requested an extension of this timeframe. She
commended the board for its consideration of amending the language in
18VAC110-20-550 regarding stat drug boxes.

Jodi Roth, representing Virginia Association of Chain Drugs provided a
public comment regarding the proposed amendments for Chapters 20, 21, 30,
40, and 50. Roth expressed concerns for the draft language of unprofessional
conduct presented in Chapter 20, Section 25 stating it was subjective and each
pharmacy and pharmacist is different. Roth advised during the current
pandemic, it would be better to expand the current regulations and seek input
for how the board can assist pharmacies, instead of creating new regulations.
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CHART OF REGULATORY
ACTIONS:

CONSIDERATION OF FINAL
REGULATIONS —
MEDICATION CAROUSELS
AND RFID TECHNOLOGY

MOTION:

Roth expressed support for extending the 14-day PIC notification requirement
and expanding pharmacy technician duties.

Tony Droppleman, Healthcare Specialty Supervisor at Walgreens expressed
concern for the draft language in section 25 regarding assuming duties
without training. He stated the language is too broad. He commented that
“sufficient personnel” is too subjective. He questioned if the current ratio
restriction is creating problems with having sufficient personnel. He
questioned how a pharmacy is to distinguish quotas from goals, and stated
feedback is not a bad thing. He asked for clarity regarding change of
ownership draft language in section 690 and if it would require submission of
a new FEIN.

Christina Barrille, Executive Director, VPhA expressed appreciation for the
Governor’s video highlighting pharmacists’ month. She shared information
verbally from the Academy of Workplace Well-Being 2019 meeting. She
stated insufficient staffing of pharmacists and support staff are at the heart of
this concern. Performance algorithms don’t take distractions and
interruptions into account. VPhA applauds the draft language under
consideration in section 25 regarding unprofessional conduct. She questioned
how many more duties can be added without providing additional staffing.
Pharmacists should have time to research and make best clinical decisions.
She commented that many pharmacists believe their concerns expressed to
supervisors or corporate owners are falling on deaf ears. Not all metrics focus
on the patient. She stated that the draft language will not stifle innovation,
and the board can develop guidance to clarify the interpretation of
regulations, if necessary.

St. Clair briefly referenced the chart of regulatory actions included in the
agenda packet.

The work group discussed the adoption of the final regulations regarding
medication carousels and RFID technology. Juran provided the following
background information: public comment period on proposed regulations
ended 10/15/21 and 3 comments were received; comments from Sentara
Virginia Beach General and Sentara Norfolk General were generally
supportive; comment from VSHP (pages 5-13 of agenda) offered several
recommended edits as it believes the proposed language may not be
appropriate for all health systems.

There was much discussion regarding the recommendations offered by
VSHP. Most committee members expressed concern with visual verification
at the bedside and preferred bar code scanning, except in emergencies.

The Committee voted unanimously to recommend to the full board that

3
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it adopt 18VAC110-20-425 and 18VAC110-20-500 as re-proposed
regulations or as final regulations, if allowed, as presented and amended
as follows:

Amend 18VAC110-20-425(C)(2)(b) and 18VAC110-20-
425(C)(3)(b) by inserting an exception to the requirement for a
nurse or other person authorized to administer drugs to scan each
drug unit using barcode technology prior to administration of the
drug if the drug is being administered to treat an emergent event
where a delay would cause imminent harm to the patient;

Amend 18VAC110-20-425(C)(2) by inserting a new paragraph c
that reads akin to, “If a hospital does not have the capability for
the patient-specific drug removed from the medication carousel
by a pharmacy technician to be verified for accuracy by scanning
each drug unit, then the hospital will utilize a secondary
pharmacy technician check: the first pharmacy technician
removing the patient-specific drug from the medication carousel
performs a visual inspection for accuracy and then double checks
the accuracy by scanning an individual unit dose of the order; a
second, different pharmacy technician then performs a visual
inspection double check and then shall scan an individual unit
dose of the order for final verification. A nurse of other person
authorized to administer the drug must scan each drug unit prior
to administration unless the drug is being administered to treat an
emergent event where a delay would cause imminent harm to the
patient.”;

Amend 18VAC110-20-425(C)(3) by inserting a new paragraph c
that reads akin to, “If a hospital does not have the capability for
the drug intended for restocking an automated dispensing device
removed from the medication carousel by a pharmacy technician
to be verified for accuracy by scanning each drug unit, then the
hospital will utilize a secondary pharmacy technician check: the
first pharmacy technician removing the drug for restocking from
the medication carousel performs a visual inspection for accuracy
and then double checks the accuracy by scanning an individual
unit dose for each drug of the automated dispensing device
restock order prior to leaving the pharmacy; a second, different
pharmacy technician then performs a visual inspection double
check and then shall scan an individual unit dose for each drug of
the restock order for final verification at the time of placing the
drug into the automated dispensing device. A nurse or other
person authorized to administer the drug must scan each drug
unit prior to administration unless the drug is being administered
to treat an emergent event where a delay would cause imminent
harm to the patient.” (motion by Ratliff, seconded by Bolyard)
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PERIODIC  REVIEW  OF

CHAPTERS 20, 21, 30, 40,
AND 50:

ACTION ITEM:

A colored handout identical to the black and white pages of 26-32 of the
agenda packet was provided to the Committee. Items in black were
previously recommended by the Board to be included in the periodic
regulatory review. Items in red were staff suggestions for Board
consideration. The Committee discussed each item in red.

Regarding Chapter 20, Section 25, there was consensus that the Board should
consider amending this section to include language akin to “engaging in a
manner such that the individual feels threatened or intimidated which
discourages an individual to report a public safety concern in good faith or
discourages an employee from cooperating with an employee of the
Department of Health Professions in the conduct of an investigation or
inspection.”

It was noted that the last bullet in red on page 27 regarding incenting or
inducing the transfer of a prescription absent professional rationale was
almost identical to the regulatory action currently in the Governor’s office.
Other portions of the draft language in red for section 25 on page 27
referenced assuming duties without adequate training, failure to provide a
work environment that protects health safety, and welfare of the patient
including sufficient personnel to prevent fatigue, adequate time to complete
professional duties, and introducing productivity quotas that interfere with
ability to provide appropriate professional services. Ratliff and Richards-
Spruill supported recommending that the Board include these subjects in the
periodic review. The majority of the committee members did not support this
recommendation commenting that the language may be too vague and that
these subjects can be addressed as a violation of §54.1-3316(13) which states
“Has conducted his practice, or activity requiring a license, permit, certificate,
or registration from the Board in such a manner as to be a danger to the health
and welfare of the public.”

There was consensus that the draft language for appropriate opportunities for
uninterrupted rest periods and meal breaks should be recommended to the
Board to include in the periodic review under 18VAC110-20-110(B), not
section 25. Ratliff commented that uninterrupted may not mean closed.

Regarding the draft suggestion for including a record requirement in
18VACI110-20-275 for an alternate delivery site further delivering the drug to
a patient’s home, the Committee recommended in concept that the Board
should include this subject in the periodic review. Staff was asked to
research where, if at all, the language needs to be added.

Committee recommended including the sections in red on page 28 and 29
regarding additional information to be required on a pharmacy permit or
nonresident pharmacy registration application, except for the social security
number or control number of the PIC and list of states into which it ships
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ACTION ITEM:

ACTION ITEM:

MOTION:

prescription drugs. It was also noted that reference to “within 30 days” in
bullet point B on page 29 may need to be amended for consistency with in-
state pharmacy requirements.

Juran to work with Logan and Ratliff to explore drafting of an article on
concerns with processing coupons printed on e-prescriptions.

Regarding Chapter 21, the Committee recommended including in section 80 a
prohibition of taking the board-approved integrated pharmacy examination
when the candidate fails to pass on five occasions.

Staff to research with counsel if prohibiting the taking of the board-
approved integrated pharmacy examination when the candidate fails to
pass on five occasions is problematic.

No additional subjects were identified in chapters 30, 40, and 50. St. Clair
stated that the draft suggestion for requiring the NABP Drug Distributor
Accreditation (formerly VAWD) in chapter 50 found on page 32 requires a
statutory change and cannot be acted on through regulatory action.

The Committee voted unanimously to recommend to the full board no
additional subjects in chapters 30, 40, and 50 for the periodic regulatory
review and to include the following additional subjects in the periodic
regulatory review for chapters 20 and 21:

e Chapter 20, Section 25, consider amending this section to include
language akin to “engaging in a manner such that the individual
feels threatened or intimidated and which discourages an
individual to report a public safety concern in good faith or
discourages an employee from cooperating with an employee of
the Department of Health Professions in the conduct of an
investigation or inspection.”

e Chapter 20, Section 110, consider amending to address
appropriate opportunities for uninterrupted rest periods and
meal breaks which may or may not require the pharmacy to close.

e Chapter 20, Section 110, consider amending to include additional
information to be required on a pharmacy permit or nonresident
pharmacy registration application as outlined on pages 28 and 29
of agenda packet, except for the social security number or control
number of the PIC, list of states into which it ships prescription
drugs, and include a requirement to notify board of any changes
within timeframe consistent with current laws.

e Chapter 20, Section 275, consider amending to include record
requirement for an alternate delivery site further delivering the
drug to a patient’s home.

e Chapter 21, Section 80, consider amending to include prohibition
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DISCUSS RECOMMENDED
SANCTION FOR CE
NONCOMPLIANCE:

ACTION ITEM:

MEETING ADJOURNED:

of taking the board-approved integrated pharmacy examination
when the candidate fails to pass on five occasions.

e Chapter 21, Section 80, consider amending to authorize the Board
to delegate to NABP the review and granting of testing
accommodations for either examination based on a physical or
mental impairment that substantially limits one or more major
life activities, subject to the Americans with Disabilities Act.
(motion by Bolyard, seconded by Richards-Spruill)

There was discussion regarding disciplinary action that should be taken
against a pharmacist or pharmacy technician for noncompliance with
obtaining the required continuing education annually. The offering of a pre-
hearing consent order with monetary penalty and requirement to provide
missing hours as indicated in Guidance Document 110-42 was referenced.
There was additional discussion regarding appropriate disciplinary action that
should be taken on this matter at an informal conference and the possibility
that such a case may result in a formal hearing.

There was consensus to recommend to the Board that at an informal
conference, the committee offer a reprimand and mandatory CE audit of the
licensee for noncompliance with CE requirements. If the licensee has
subsequent noncompliance with CE, staff should not offer a pre-hearing
consent order as authorized in Guidance Document 110-42 but notice the
licensee for an informal conference. It should be noted that this is a repeat
violation and the informal conference committee should determine the
appropriate sanction.

Staff to draft an article in the Board e-newsletter to remind licensees to
check NABP CPE Monitor routinely to ensure CE has uploaded properly
and to remind pharmacy technicians to include their registration number
in the CPE Monitor.

Having completed all business on the agenda, the meeting was adjourned at
2:20pm.

Dale St. Clair

Caroline Juran

Date:

Date:



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Tuesday, November 9, 2021
Commonwealth Conference Center
Second Floor

Department of Health Professions
Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 3 Henrico, Virginia 23233-1463
CALL TO ORDER: A meeting of a Special Conference Committee of the

Board of Pharmacy was called to order at 9:03 am.
PRESIDING: Patricia Richards-Spruill, Committee Chair
MEMBERS PRESENT: William Lee, Committee Member
STAFF PRESENT: Mykl Egan, Discipline Case Manager

Ileita Redd, Discipline Program Specialist

Jessica Kelley, DHP Adjudication Specialist
KEBEBEW ABOYE Kebebew Aboye, pharmacist appeared to discuss

License No. 0202-206529

Closed Meeting:

Reconvene:

allegations that he may have violated certain laws
and regulations governing his practice as a
pharmacist as stated in the September 16, 2021,
Notice.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Kebebew Aboye. Additionally, he moved that Mykl
Egan and Ileita Redd attend the closed meeting
because their presence in the closed meeting was
deemed necessary and would aid the Committee in
its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.
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Decision:

PASCALE EL HAYEK
License No. 0202-207815

Closed Meeting:

Reconvene:

Decision:

ADJOURNED:

Patricia Richards-Spruill, Chair

Date

Page 2

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to dismiss the case against Mr. Aboye.

Pascale El Hayek, pharmacist appeared to discuss
allegations that she may have violated certain laws
and regulations governing her practice as a
pharmacist as stated in the September 9, 2021, and
continued in a September 23, 2021, Notice. She was
represented by Anisa P. Kelley Esq.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to convene a closed meeting pursuant to
Virginia Code § 2.2-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
Pascale El Hayek. Additionally, he moved that
Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 2.2-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Lee, and duly seconded by
Mrs. Richards-Spruill, the Committee unanimously
voted to refer the matter to a formal administrative
hearing.

12:30 pm

Mykl D. Egan
Discipline Case Manager

Date



(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Monday, November 15, 2021
Commonwealth Conference Center
Second Floor

Department of Health Professions

Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 3 Henrico, Virginia 23233-1463

CALL TO ORDER: A meeting of a Special Conference Committee of the
Board of Pharmacy was called to order at 9:00 am.

PRESIDING: Kristopher Ratliff, Committee Chair

MEMBERS PRESENT: Bernard Henderson, Committee Member

STAFF PRESENT: Mykl Egan, Discipline Case Manager

IBRAHIM AHMED-ADAM
MOHAMMED
License No. 0202-204553

Closed Meeting:

Reconvene:

Ileita Redd, Discipline Program Specialist
David Robinson, DHP Adjudication Specialist

Ibrahim Ahmed-Adam Mohammed appeared to
discuss allegations that he may have violated
certain laws and regulations governing the practice
of pharmacy as stated in the October 14, 2021
Notice. Mr. Mohammed was not represented by
counsel.

Upon a motion by Mr. Henderson, and duly
seconded by Mr. Ratliff, the Committee
unanimously voted to convene a closed meeting
pursuant to Virginia Code § 2.2-3711(A)(27) for the
purpose of deliberation to reach a decision in the
matter of Ibrahim Ahmed-Adam Mohammed.
Additionally, he moved that Mykl Egan and Ileita
Redd attend the closed meeting because their
presence in the closed meeting was deemed
necessary and would aid the Committee in its
deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.



Virginia Board of Pharmacy Minutes
Special Conference Committee
November 15, 2021

Decision:

CVS/PHARMACY #17459
Permit No. 0201-004212

Closed Meeting:

Reconvene:

Decision:

MICHAEL GLENN MARTIN
Registration No. Applicant

Page 2

Upon a motion by Mr. Henderson and duly
seconded by Mr. Ratliff, the Committee voted
unanimously to refer the matter to a formal
administrative hearing and to offer Mr. Mohammed
a Consent Order in lieu of a formal administrative
hearing.

Gina Ng-Winn, Pharmacist-in-Charge of
CVS/Pharmacy #17459 and Danielle Conklin-
Gregory, CVS District Leader, appeared as
representatives of the pharmacy to discuss
allegations that it may have violated certain laws
and regulations governing the conduct of a
pharmacy as stated in the October 14, 2021 Notice.
They were represented by George H. Parcells, Esq.
and T. Huntley Thorpe, 11, Esq.

Upon a motion by Mr. Ratliff, and duly seconded by
Mr. Henderson, the Committee unanimously voted
to convene a closed meeting pursuant to Virginia
Code § 22-3711(A)(27) for the purpose of
deliberation to reach a decision in the matter of
CVS/Pharmacy #17459. Additionally, he moved
that Mykl Egan and Ileita Redd attend the closed
meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Ratliff and duly seconded by
Mr. Henderson, the Committee voted unanimously
to assess a monetary penalty against
CVS/Pharmacy #17459 and to impose certain terms
and conditions against the pharmacy.

Michael Glenn Martin did not appear to discuss his
application for registration as a pharmacy
technician and that allegations exist to deny that
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Special Conference Committee
November 15, 2021

Closed Meeting:

Reconvene:

Decision:

ADJOURNED:

Kristopher Ratliff, Chair

Date

Page 3

application as stated in the September 30, 2021
Notice. Mr. Martin was not represented by counsel.

Upon a motion by Mr. Henderson, and duly
seconded by Mr. Ratliff, the Committee
unanimously voted to convene a closed meeting
pursuant to Virginia Code § 2.2-3711(A)(27) for the
purpose of deliberation to reach a decision in the
matter of Michael Glenn Martin. Additionally, he
moved that Mykl Egan and Ileita Redd attend the
closed meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
Virginia Code § 22-3712, the Committee
reconvened in open meeting and announced the
decision.

Upon a motion by Mr. Henderson and duly
seconded by Mr. Ratliff, the Committee
unanimously voted to deny Mr. Martin's
application for registration as a pharmacy
technician.

3:03 p.m.

Mykl Egan
Discipline Case Manager

Date


























































































































































































































































































Virginia Board of Pharmacy
December 7, 2021

Licenses Issued

5/1/20-7/30/20(8/1/20-10/31/20| 11/1/20-1/31/21| 2/1/21-4/30/21 | 5/1/21-7/31/21|8/1/21-10/31/21| License Count 11/10/2021

Business CSR 28 23 8 25 44 25 1,489
Cannabis Dispensing Facility 1 1
CE Courses 2 0 0 1 1 9
Limited Use Pharmacy Technician 0 0 0 0 0 0 8
Medical Equipment Supplier 5 4 8 5 1 230
Nonresident Manufacturer 6 3 1 6 6 10 214
Nonresident Medical Equipment Supplier 5 11 9 8 6 10 367
Non-resident Outsourcing Facility 3 2 0 1 1 1 33
Non-resident Pharmacy 22 29 31 37 17 17 876
Non-resident Third Party Logistics Provider 5 12 15 10 9 189
Non-resident Warehouser 11 9 12 5 96
Non-resident Wholesale Distributor 11 5 10 20 18 14 656
Non-restricted Manufacturer 0 1 1 29
Outsourcing Facility 0 0 0 0
Permitted Physician 0 0 0
Pharmaceutical Processor 1 0 0 4
Pharmacist 309 301 178 175 275 279 16,315
Pharmacist Volunteer Registration 0 0 0 0 0 1 0
Pharmacy 12 7 8 11 10 9 1,767
Pharmacy Intern 76 177 99 107 59 179 1,474
Pharmacy Technician 333 447 482 424 460 353 13,849
Pharmacy Technician Trainee 149 1256 1414 1280 4,034
Pharmacy Technician Training Program 2 7 2 7 3 1 133
Physician Selling Controlled Substances 22 24 16 7 19 39 624
Physician Selling Drugs Location 5 4 2 4 4 167
Pilot Programs 1 0 1 0 0 0 17
Registered Physician For Medical Cannabis 68 106 140 122 162 66 948
Repackaging Training Program 0 0 0 0 0 0 2
Restricted Manufacturer 1 0 0 1 0 0 41
Third Party Logistics Provider 0 0 0 1 0 0 7
Warehouser 1 4 1 5 0 1 121
Wholesale Distributor 2 1 0 1 1 1 67
Total 926 1,179 1,169 2,245 2,515 2,304 43,767




Inspection Update: Board of Pharmacy Béting December 2021

Date Range: 07/01/2021 Ending 09/30/2021
Number of Inspections Completed by License Type:



Inspection Update: Board of Pharmacy Béting December 2021

Routine Inspections, Deficiencies by License Type:

* New, Change of Location, Remodel, Reinspection, Pilot, and Compliance Inspections Removed
** Multiple deficiencies can occur at one site.



Inspection Update: Board of Pharmacy Béting December 2021

Categories of Deficiencies for Occurrences Recorded >20 Times with Examples:

Description Total

110-20-110 26

Deficiency 1: No Pharmacist in Charge

Deficiency 2: Pharmacists in Charge / Application not filed with Board

Deficiency 3: Unregistered persons performing duties restricted to pharmacy tech

110-20-180 31

Deficiency 9a: The alarm system shall include a feature by which any breach in the alarm
shall be communicated

Deficiency 10: Unauthorized access to alarm and locking device to the prescription
department

110-20-190 28

Deficiency 10: Emergency key not maintained in compliance

Deficiency 10: Unauthorized access to locking device to the prescription area
Deficiency 12: Storage of prescription drugs not in the prescription department
Deficiency 108: Emergency access alarm code/key not maintained in compliance

110-20-200 30

Deficiency 12a: Schedule Il drugs are not dispersed with other schedules of drugs or
maintained in a secure locked cabinet

Deficiency 109: Expired drugs in working stock
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110-20-240 73
Deficiency 14: The Pharmacist-in-Charge inventory was taken 3 days prior to the effective
date of change
Deficiency 15: Schedule Il perpetual inventory
Deficiency 113: Inventories taken on time, but not in compliance

110-20-275 39

Deficiency 122: Engaging in alternate delivery not in compliance

Deficiency Noted: Procedure for tracking and assuring security, accountability, integrity,
and accuracy of delivery for the dispensed prescription from the time it leaves the
pharmacy until it is handed to the patient or agent of the patient is not maintained per the
policy and procedure guidelines

110-20-276 27
Deficiency 123: Engaging in remote processing not in compliance

110-20-355 29

Deficiency 20: Pharmacists initals verifying the accuracy of the process
Deficiency 109: Dispensed drugs being returned to stock not in compliance
Deficiency 127: Repackaging records not in compliance

110-20-418 36
Deficiency 142: No record maintained and available for 12 months / dispensing errors /
patient safety
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Deficiency 142: Incomplete records maintained of analysis of dispensing errors
Deficiency Noted: Pharmacy doesn’t maintain a zero error report on the record if no
dispensing erros have occurred within the last 30 days.

110-20-710 23
Deficiency Noted: Expired drugs within working stock
Deficiency Noted: Any drug which has exceeded the expiration date shall not be
administered
Deficiency Noted: The controlled substances registrant previously disposed of unwanted or
expired Schedule VI drugs by disposing of them into a drug buster container; however, the
responsible party stated that all unwanted or expired drugs are now returned via a reverse
distributor
Deficiency Noted: The controlled substance registrant does not utilize a reverse distributor
for the disposal of unwanted or expired Schedule |l through VI drugs.
Deficiency Noted: Surgical technicians that are not authorized to administer drugs have
badge access to the medication room

54.1-3404 58

Deficiency 13: Biennial inventory substantially incomplete, i.e., did not include all drugs in
Schedules II-V

Deficiency 16: Unusual loss of drugs not reported to the Board as required

Deficiency 112: Biennial taken late but within 30 days

Deficiency 116: Prescriptions do not include required information

Deficiency 124: Labels do not include all required information



Inspection Update: Board of Pharmacy Béting December 2021

Deficiency 148: Theft/unusual loss of drugs reported to board but report not maintained by
pharmacy

Deficiency 131: Viable air sampling was due every 6 months

Deficiency Noted: Drug invoices were not signed and dated

Deficiency Noted: Biennial inventory had not been done within the last two years
Deficiency Noted: There were no drug invoices available for review

Deficiency Noted: No biennial inventory available for review

Deficiency Noted: After the initial inventory is taken, every person described herein has not
taken a new inventory

54.1-3410 24
Deficiency 116: Prescriptions do not include required information
Deficiency 118: Schedule Il emergency oral prescriptions not dispensed in compliance

54.1-3410.2 218

Deficiency Noted: 800: Assessment of risk has been performed

Deficiency 20a: Pharmacist not documenting verification of accuracy of non-sterile
compounding

Deficiency 22: Certification of the direct compounding area (DCA) for compounded sterile
preparations

Deficiency 25a: No documentation of initial fingertip testing for persons performing high-risk
level compounding of sterile preparations

Deficiency 26: No documentation of initial media-fill testing or gloved fingertip testing for
persons performing low and medium-risk level compounding
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Deficiency 32: Have clean room, but not all physical standards in compliance

Deficiency 33: Low or medium-risk compounded sterile preparations

Deficiency 123: Engaging in remote processing not in compliance

Deficiency 130: Records for products compounded when bulk drug substances are used
did not include the manufacturer of each component

Deficiency 130a: Compounded products not properly labeled

54.1-3434 21

Deficiency 1: Pharmacist-In-Charge not fully engaged in practice at the pharmacy location
Deficiency 2: Pharmacist-in-Charge in place, inventory taken, but application not filed with
Board within the required timeframe

Deficiency 14: No incoming change of Pharmacist-in-Charge inventory



Inspection Update: Board of Pharmacy Béting December 2021

Two Year Review: 09/30/2019 Ending 09/30/2021Number of
Inspections Completed by License Type:



Inspection Update: Board of Pharmacy Béting December 2021

Routine Inspections, Deficiencies by License Type:

* Deficiency-Response required is no longer used result type in our database
** New, Change of Location, Remodel, Reinspection, Pilot, and Compliance Inspections Removed
*** Multiple deficiencies can occur at one site.



Pharmaceutical Processors Report-December 7, 2021

Two additional cannabis dispensing facilities have been permitted-one in Health Service
Area Il (Sterling) and one in Health Service Area IV (Glen Allen).

The RFA for a pharmaceutical processor permit in Health Service Area | that was posted
from September 25, 2020 to December 4, 2020 resulted in 26 applications being
received. Currently the application review process continues to be on hold due to a
court order.

The Board is receiving, on average, 1000-1200 patient applications per week.

In addition to two full time administrative specialist and two temporary administrative
staff, the Board is recruiting for three additional temporary staff to assist with
processing the high volume of applications.

Board and agency staff continue work to develop specific components of a new patient
registration platform.

Pharmaceutical Processors Program-By the Numbers

As of 11/14/2021
Registered Practitioners 950
Registered Patients 35,832
Registered Parents/Guardians 220
Registered Agents 151
Registered Cannabis Oil Products 688
(cumulative)




Discipline Program Report

Open Cases as of 11-12-2021:

Entry | PC | APD | Investigation | FH | IFC | Pending | Total #
Closure
Patient
Care 2 87 9 75 1 12 0 186
Cases
Non-
Patient 0 97 5 20 2 5 20 149
Care
Cases
Total: 335

¢+ There are four fewer patient care cases at Probable Cause to September 2021. The
number of cases remains fairly consistent in an upward trend overall.

¢+ There are two cases currently being contested in Circuit Court.

Upcoming Meetings and Disciplinary Proceedings 2022:

January 6, 2022 IFC-C Richards-Spruill/Lee
January 11, 2922 Formal Hearings All Board Members
January 26, 2022 IFC-A Ratliff/Henderson
February 7, 2022 Formal Hearings All Board Members
February 16,2022  IFC-B StClair/Bolyard
March 2, 2022 IFC-C Richards-Spruill/Lee

March 15, 2022 Full Board Meeting  All Board Members



Executive Director’s Report — December 7, 2021

Staffing:
% Recruitment for two licensing administrative assistants near completion
+¢ Filled one temporary licensing position for cannabis program; recruitment for two
additional temps and three P-14s ongoing

Operations:
¢ Continuing to telework with limited hours on-site, preparing for new normal in 2022
% Preparing for Administration Transition and General Assembly Session
¢ Annual evaluations of staff completed
% License Count has almost doubled as of 11/18/21:
o 44,001 traditional BOP licensees
o 37,328 cannabis patient registrants
Quarterly Applicant Satisfaction Survey Results FY21: 99.3% 96.4% 99.2% 95.8%
» Discipline statistics:
o Clearance rate (goal 100%): Q2 2021 =153%; Q3 2021 = 70%; Q4 2021 =
82%; July 2021 = 163%; August 2021=59%
o Pending caseload (goal less than 20%): Q2 2021 = 13%; Q3 2021 = 10%; Q4

R/
A X4
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2021 = 9%.
o Time to disposition (goal 90%): Q2 2021 =92%; Q3 2021 = 87%; Q4 2021 =
91%.
Projects:
% Ceased routine printing of registration cards for cannabis program
% Ongoing efforts to acquire new licensing software for cannabis program
% Initiating agency discussions to develop performance reports for licensing
% Legislative reports submitted

Recent Meetings Attended:

NABP Task Force on State Oversight of Drug Importation

NABP Interactive Executive Officer Forum

NABP/AACP District Meetings

FDA Virtual Intergovernmental Meeting on Compounding

NABP Executive Committee

NABP Interactive Compliance Officer and Legal Counsel Forum

Daily BOP staff huddles, weekly review of cases and select applications

Monthly staff meetings with deputies, BOP staff; DHP executive directors, and DHP
executive leadership team
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Presentations:

% Panelist - FDA Virtual Intergovernmental Meeting on Compounding
% Law Update — Virginia Society of Health-Systems Pharmacists
» Upcoming — Virginia Association of Chain Drug Stores

¢ Presidential message — NABP/AACP District Meetings
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