% COMMONWEALTH OF VIRGINIA
¢ Meeting of the Board of Pharmacy

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

Tentative Agenda of Public Hearings and Full Board Meeting
March 21, 2017
9:00AM

Call to Order of Public Hearing for Scheduling Certain Substances: Ryan Logan, Vice-Chairman
*  Welcome & Introductions
* Reading of Emergency Evacuation Seript

Call for Public Comment:
* Possible Scheduling of the Certain Chemicals in Schedule [ of the Drug Control Act 12

Adjournment of Public Hearings

Call to Order of Fuli Board Meeting: Ryan Logan, Vice-Chairman
* Approval of Agenda
* Approval of Previous Board Meeting Minutes:
¢ December 12, 2016, Full Board Meeting 3.11
o December 12, 2016, Public Hearing for Scheduling Certain Chemicals, Emergency 12-14
Regulations for Permitting Facilities for Physicians Selling Drugs, Emergency
Regulations for Permitting Outsourcing Facilities, and Prohibiting Incentives for
Transfer of Prescriptions

¢ December 12, 2016, Formal Hearings 15-17
o January 17, 2017, Special Conference Committee 18-19
o February 1, 2017, Formal Hearings 2022
o February 21, 2017, Special Conference Commiitee 2325
o February 28, 2017, Regulation Committee 26-60
o March 8, 2017, Special Conference Committee 61-62

Call for Public Comment: The Board wil] receive public comment at this time. The Board wili 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

Regulatory Actions: Elaine Yeatts

* Regulatory Update 63

* Legislative Update and Overview of Board of Medicine Emergency Regulations Governing 64-79
Prescribing of Opioids and Buprenorphine

¢ Adoption of Regulation to Schedule Certain Chemicals in Schedule I 80-86

* Adoption of Final Regulations for Outsourcing Facilities 87-95

Adoption of Final Regulations for Permitting Facilities in which Physicians Dispense 96-105



Board of Pharmacy Tentative Agenda

Adoption of Final Regulations for Prohibition on Incentives to Transfer Prescriptions
Adoption of Emergency Regulations for Controlled Substances Registrations for Naloxone
Dispensing and Guidance Document 110-44, Protocol for Prescribing and Dispensing
Naloxone, and Adopt Guidance Document 1 10-45, Protocol for the Prescribing of Naloxone
and Dispensing by Trainers

Adoption of Emergency Regulations for Controlled Substances Registrations for Entities for
Purpose of Telemedicine Prescribing

Adoption of Amendments to Parts IV, X1II - XVII of Regulations Governing the Practice of
Pharmacy, chapter 20 (pharmacies and medical equipment suppliers)

Adoption of Guidance for Pharmacists Taking Breaks and Amend Guidance for Practice by a
Pharmacy Technician Trainee

Amend Regulation 18VAC110-20-310 to Authorize Partial Filling of Schedule IJ Prescription
Amend Regulation 18VAC110-20-590, Drugs in Correctional Facilities

Amend Guidance Document 110-9, Pharmacy Inspection Deficiency Monetary Penalty Guide
Adopt Proposed Amendments for NOIRAs resulting from Petitions, Refilling Prescription in

Quantity up to Total Amount Authorized and Use of Automated Dispensing Systems as
Emergency Drug Kits and Stat-Drug Boxes

New Business:

Presentation of 2016 Pharmacist and Pharmacy Technician Workforce Reports
Consider Discontinuing Administration of Virginia Pharmacy Technician Examination

Reports:

Chairman’s Report — Ryan Logan, Vice-Chairman
Report on Board of Health Professions — Ryan Logan
Report on PMP — Ralph Orr

Report on Licensure Program — J. Samuel Johnson, Jr.
Report on Disciplinary Program — Cathy M. Reiniers-Day
Executive Director’s Report — Caroline D. Juran

Consideration of consent orders & summary suspension, if any

Adjourn

**The Board will have a working lunch at approximately 1Zpm. **

**A panel of the board will convene at 3pm or immediately following adjournment of the
meeting, whichever is later,**

March 21, 2017
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34-35
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Notice of Public Hearing

Pursuant to subsection D of § 54.1-3443, the Board of Pharmacy is giving notice of a public hearing to
consider placement of chemical substances in Schedule 1 of the Drug Control Act. The public hearing will
be conducted at 9:00 a.m. on March 21, 2017 at the Perimeter Center, 9960 Mayland Drive, Suite 201,
Richmond, VA 23233, Public comment may also be submitted electronically or in writing prior to March
7, 2017 to Caroline Juran, Executive Director of the Board of Pharmacy to

cargline juran@dhp.virginia.gov.

Pursuant to article § 54.1-3443(D), The Virginia Department of Forensic Science (DFS) has identified
eight (8) compounds for recommended inclusion into the Code of Virginia. I have provided a brief
description and chemical name for each compound,

The foHowing compounds are classified as research chemicals. Compounds of this type have been
placed in Schedule 1 (§ 54.1-3446(3)) in previous legislative sessions.

1. &-ethyl-6-nor-lysergic acid diethylamide (other name: ETH-LAD), its optical, position, and
geometric isomers, salts and salts of isomers, whenever the existence of such salts, isomers,
and saits of isomers is possible within the specific chemical designation.

2. 6-allyl-6-nor-lysergic acid diethylamide (other name: AL-LADY), its optical, position, and
geometric isomers, salts and salts of isomers, whenever the existence of such salts, isomers,
and salts of isomers is possible within the specific chemical designation.

The following compounds are powerful synthetic opioids. DFS recommends placing these compounds
into Schedule | (§ 54.1-3446(1)).

3. N-[1—[2-hydroxy~2-(2-thienyl)ethyl]u4-piperidinyl]—N—phenyipropanamide (other name: beta-
hydroxythiofentanyl), its isomers, esters, ethers, salts, and salts of isomers, esters, and
ethers, unless specifically excepted, whenever the existence of these isomers, esters, ethers
and salts is possible within the specific chemical designation.

4. N-(Z»ffuorophenyl)-N—{1~(2-phenylethyl)-d—piperidinyl]Apropanamide (other names: 2-
fluorofentanyt, ortho-fluorofentanyl}, its isomers, esters, ethers, salts, and salts of isomers,
esters, and ethers, unless specifically excepted, whenever the existence of these isomers,
esters, ethers and salts is possible within the specific chemical designation.

5. N-phenylvN-[1-(2~phenylethyi)-a-piperidényI]-z-propenamide (other name: Acryl fentanyl),
its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers, unless specifically
excepted, whenever the existence of these isomers, esters, ethers and salts is possible
within the specific chemical designation.

The following compounds are classified as cannabimimetic agents. Compounds of this type have been
placed in Schedule | (§ 54.1-3446(7)) in previous legislative sessions.




6. 1-pentyl-N-(phenylimethy!)-1H-indole-3-carboxamide {other name: SDB-006), its salts,
isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of
isomers is possible within the specific chemical designation.

7. quinolin-8-y! 1-(4-flucrobenzyl}-1H-indole-3-carboxylate (other name: FUB-PB-22), its salts,
isomers, and salts of isomers whenever the existence of such salts, isomers, and salts of
isomers is possible within the specific chemical designation.

The following compound is classified as a benzodiazepine, which is a central nervous system
depressant. Flubromazepam has no accepted medical use in the United States. Other compounds of
this type have been placed in Schedule | {§ 54.1-3446(4)).

8. Flubromazepam, its salts, isomers and salts of isomers whenever the existence of such salts,
isomers and salts of isomers is possible within the specific chemical designation.

If approved by the Board of Pharmacy, the placement of these substances in Schedule | in the Virginia
Drug Control Act shall remain in effect for a period of 18 months from the date of Board action and shall
then be de-scheduled uniess the Drug Control Act is amended by enactment of legisiation by the
Generat Assembly.




DRAFT/UNAPPROVED

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

December 12, 2016 Perimeter Center
Second Floor 9960 Mayland Drive
Board Room 2 Henrico, Virginia 23233-1463
CALL TO ORDER: The meeting was called to order at 9;19am

PRESIDING: Ryan Logan, Vice Chairman .

MEMBERS PRESENT: Jody H. Allen (arrived af
Melvin L. Boone, Sr
Freeda Cathcart ./
Michael I. Elliot
Sheila K. W.
Rafael Saenz
Cynthia Warriner

MEMBERS ABSENT:

STAFF PRESENT:
.» Deputy Execunve Director
Deputy Executive Director

, DHP

_ ‘i}ior:"Policy Analyst, DHP
1 O’Halloran, Individual Licensing Manager
er Hurley, Licensing Specialist

QUORUM: ith six members present, a quorum was established.
APPROVAL OF AGEND ¢ agenda was amended to table the presentation on the NABP E-profile
rticipation to the March full board meeting and to include under
“regulatory actions, adoption of amended Guidance Document 110-1 to
incorporate new licensing categories.
MOTION: The Board voted unanimously to approve the agenda as amended
(motion by Warriner, second by Saenz)
APPROVAL OF MINUTES: A handout was provided for the November 16, 2016 Special Conference

Committee minutes as the copy in the agenda packet contained a
typographical error.  The following minutes were considered for
approval:




Virginia Board of Pharmacy Minutes
Decernber 12, 2016

MOTION:

PUBLIC COMMENTS:

* September 7, 2016, Public Hearing of Scheduling Certain
Chemicals
September 7, 2016, Full Board Meeting
September 7, 2016, Formal Hearing
September 8, 2016, Special Conference Committee
September 20, 2016, Special Conference Committee
September 27, 2016, Special Conference Committee — Pilot
Hearings
October 3, 2016, Panel Formal Hearing
November 14, 2016, Telephone Conference Call
November 16, 2016, Special Conference Committee (handout)
November 29, 2016, Regulation Committee (handout)

e December 6, 2016, Special Conference Committee (handout)
It was noted that the date on page 23 of the agenda packet for the
September 7, 2016 Minutes of the Panel of the Board should read 2016,
not 2014,

* » o 9 @

.+ » @

The Board voted unanimously to adopt the minutes from September
7, 2016 through December 6, 2016 as presented and amended.
(motion by Warriner, second by Boone)

John Beckner, Senior Director of Strategic Initiatives at NCPA, spoke to
the Board on behalf of the Virginia Pharmacists Association (VPhA).
Mr. Beckner provided a letter written to the Board of Pharmacy from
VPhA with comments on the enforcement of USP Chapter 800. The
letter states that while VPhA appreciates the intent of the proposed
Chapter 800, the proposed July 1, 2018 enforcement date would 1mpact
members and their patients greatly and they request a five-year delay or
phased-in approach for enforcement by the Board of Pharmacy similar to
that when USP Chapter 797 was introduced. He estimated renovation
costs could range from $10,000 to $250,000 depending on the
pharmacy’s volume with the hazardous drugs (HD).

Jamin Engel, Pharmacy Manager at Sentara RMH Medical Center in
Harrisonburg, provided comments regarding the implementation of USP
Chapter 800. Mr. Engel provided comment regarding contradictory
language found between Chapter 800 and Chapter 797. Examples
include:

* Exemptions allowed within <797> for isolators (CACI/CALI) that
are removed from engineering control configurations within
<800>

* Low volume hazardous compounding exemptions currently
within <797> and removed from <800>

* Closed-System Transfer Device (CSTD) requirements differ
between documents

*  Facility control considerations differ between documents

Mr. Engel stated he believes the contradictions could likely be addressed
through the formation of a workgroup to develop board guidance on the
issues. He also requested the Board to provide guidance to the

2




Virginta Board of Pharmacy Minutes
December 12, 2016

DHP DIRECTOR’S REPORT:

REGULATORY ACTIONS:

* Regulatory Update:

* Legislative Update:

* Adoption of Regulation
to Schedule certain
chemicals in Schedule I

MOTION:

pharmacies for where there is no previous standard such as what standard
to use for CSTD evaluation, as the NIOSH performance standard protocol
is still in development. Also, what are the acceplable limits for HD
surface contamination, as there are multiple wipe pad tests with varying
levels of specificity that could alter results from facility to facility. Mr.
Engel] also stated that there may be opportunity for capital savings for
facilities implementing new <797> and <800> standards.

Dr. Brown provided positive comments regarding the board member
orientation day held in October. He reiterated information presented by
Maria Everett from the FOIA Council that three or more members
together discussing board business constitutes a meeting and a public
notice must be given for such meeting. Dr. Brown spoke about the opioid
public health emergency issued by the Department of Health and the
statewide standing order for naloxone issued by Dr. Levine, State Health
Commissioner. In 2015 there were 809 Virginians who died of opioid
overdose and in 2016 that number is expected to be over 1000. The
Board of Medicine has a buprenorphine workgroup and at the last
meeting Delegate Pillion spoke to the workgroup about concerns with the
diversion of buprenorphine. Dr. Brown stated DHP now has statutory
authority to utilize PMP information to identify suspicious behavior in
prescribing and dispensing opioids. Dr. Brown spoke about the website
called VaAware in which DHP manages a section for prescribers and
dispensers which contains information on conptinuing education and
proper prescribing and dispensing.

Ms. Yeatts provided a handout of a chart of pending regulatory actions
for review by the board.

Ms. Yeatts stated there was no legislative update at this time.

There was a public hearing conducted at 9:10am this morning pursuant {o
requirements of §54.1-3443 of the Drug Control Act.

The Board voted unanimously to adopt an exempt action amendment
of Regulation I8VAC110-20-322 as presented which places the
following chemicals into Schedule 1:
Classified as research chemicals:
* 1-(1,3-benzodioxol-5-yl)-2-(dimethylamino)- 1 -pentanone
(other names: N,N-Dimethylpentylone, Dipentylone),
* 4-chloro-alpha-Pyrrolidinavalerophenone (other name: 4-
chloro-alpha-PVP), .
¢ 4-methyl-alpha-Pyrrolidinohexiophenone  (other name:
MPHP)
¢ 4-fluoro-alpha-Pyrrolidinoheptiophenone (other anme: 4-
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Virginia Board of Pharmacy Minutes
December 12, 2016

» Adoption of Chapter 21
recommendations from
the Regulation
Committee

MOTION:

fluoro-PVY),
* [-(4-methyoxyphenyl)-2-(pyrrolidin-1-yl)octan-1-one
(other name: 4-methoxy-PV?9), 4-allyloxy-3,
* 5-dimethoxyphenethylamine (other name: Allylescaline),
* 4-methyl-alpha-ethylaminopentiophenone

Classified as powerful synthetic opioids:
¢ N-(4-fluorophenyl)-2-methyl-N-[ 1-(2-phenylethyl)
piperidinyl]-propanamide {other name: para-
fluoroisoputyryl fentanyl)
(motion by Warriner, second by Boone)

The Board adopted a Notice of Intended Regulatory Action (NOIRA)
related to the periodic regulatory review of Chapters 20 and 50 which was
published on July 11, 2016 with a comment period until August 10, 2016,
There were 5 comments; none relating to sections being amended at this
meeting.  Included in the NOIRA was a recommendation to divide
Chapter 20 into two chapters: 1) Governing the Licensure of Pharmacists
and Registration of Pharmacy Technicians; and 2) Governing the Practice
of Pharmacy. The Regulation Committee met on November 29, 2016 to
consider the comments received and develop recommended amendments.
It is the recommendation of the Regulation Committee to move the
Regulations Governing the Licensure of Pharmacists and Registration of
Pharmacy Technicians into a new Chapter 21 and adopt the amendments
to the regulations for pharmacists and pharmacy technicians as presented
in the agenda packet. The Board then reviewed the recommended
amendments provided in the agenda packet.

The Board voted unanimously to:

¢ adopt the Regulation Committee’s recommendation to divide
Chapter 20 by moving Regulations Governing the Licensure
of Pharmacists and Registration of Pharmacy Technicians
into a new Chapter 21;

* change references to Chapter “20” on page 55 and pages 63-
68 of the agenda packet to “21”;

» strike the pharmacy permit fee as listed in 18VAC110-21-20
G

* not consider the language as presented in Regulations
18VAC110-21-50 and I8VAC110-21-70 at this time as staff
needs to continue clarifying the language to ensure it satisfies
the intent of the amendment;

¢ amend the proposed language in Regulation 18VAC110-21-90
C to read, “C. Of the 15 contact hours required for annual
renewal, at least five hours shall be obtained in courses or
programs that are live or real-time interactive. Included in
the five hours, the following may be credited: 1. Maximum
of one hour for attendance at a board meeting or formal

4




Virginia Board of Pharmacy Minutes
December 12, 2016

.

Adoption of Regulatory
Amendment to Allow
CE Credit for Volunteer
Hours

MOTION:

Consideration of request
to delay enforcement of
USP Chapter <800

hearing; or 2. Maximum of one hour for serving as a
preceptor for a pharmacy student or resident in an
accredited school or program or foreign pharmacist
applicant obtaining required hours of practical experience.”;
and,

* adopt the other recommended amendments to the proposed
Chapter 21 as presented.

* (motion by Warriner, second by Saenz)

House Bill 319 passed by the General Assembly in 2016 amended 54.1-
2400 (6) to require boards to promulgate regulations to allow for
continuing education credit for individuals registered, certified, or
licensed who delivery health care services, without compensation, to low-
income individuals receiving health services through a health department
or free clinic. The proposed amendments to Regulations 18VAC110-20-
90 and 18VACI10-20-106 as recommended and presented by the
Regulation Committee were discussed by the Board.

The Board voted unanimously to adopt as a fast-track action the
following proposed amendments to I8VAC110-20-90 and 18VAC 110-
20-106 as recommended by the Regulation Commiittee:

* Insert a new subsection D in 18VAC110-20-90 to read “Up to
two hours of the 15 hours required for annual renewal may
be satisfied through delivery of pharmacy services as a
pharmacist, without compensation, to low-income individuals
receiving health services through a local health department
or a free clinic organized in whole or primarily for the
delivery of those services. One hour of continuing education
may be credited for three hours of providing such volunteer
services, as documented by the health department or free
clinic,

¢ Insert a new subsection D in 18VAC110-20-106 to read “Up
to one hour of the five hours required for annuai renewal
may be satisfied through delivery of pharmacy services as a
pharmacy_technician, without compensation, to low-income
individuals receiving health services through a local health
department or a free clinic organized in whole or _primarily
for the delivery of those services. One hour of comtinuing
education may be credited for three hours of providing such
volunteer services, as documented by the health department
or free clinic.”

(motion by Allen, second by Boone)

Ms. Juran shared that the Regulation Committee discussed this issue in
November, but had asked staff to further research this issue and provide
additional information at the December full board meeting. She reported
that during an informal poll of board members from 38 states attending
the recent National Association of Boards of Pharmacy Interactive
Member Forum meeting, only Idaho and another unknown state indicated




Virginia Board of Pharmacy Minutes
December 12, 2016

MOTION:

MOTION:

Amend Guidance
Document 110-38,
requirement for non-
resident pharmacies to
submit current
inspection report

MOTION:

Adopt amendments to
naloxone protocol

MOTION:

Amend guidance
document 110-1,
categories of facility
licensure

that it may delay enforcement of Chapter <800>, She is aware that North
Carolina has decided they will not delay enforcement. Ms. Juran stated
that a representative from USP indicated to her that FDA will not delay
enforcement and that any state considering a delay would potentially put
their licensees in violation of federal requirements.

The Board voted unanimously to develop a workgroup to draft
guidance with regard to how to comply with USP Chapter <800>,
similar to Guidance Document 110-36 which was developed to
educate licensees on how to comply with Chapter <797>, and to not
delay the enforcement of USP Chapter <800> past the effective date
of July 1, 2018. (motion by Cathcart, second by Allen)

The Board voted unanimously to begin educating the DHP inspectors
and begin inspecting for compliance with USP Chapter <800 in 2017
in an attempt to educate pharmacists, but to not cite deficiencies or
issue monetary penalties prior to the effective date of July 1, 2018.
(motion by S. Elliott, second by M. Elliott)

Ms. Juran provided background on staff’s request to amend Guidance
Document 110-38 1o only allow an opening inspection report for a newly
opened pharmacy or a new location of an existing pharmacy if said
pharmacy is not performing sterile compounding. If the facility is
performing sterile compounding, staff recommends that the facility must
provide an operational inspection to satisfy the requirement for obtaining
initia] registration or renewal as a nonresident pharmacy. She indicated
this is consistent with North Carolina’s position on the matter.

The Board voted unanimously to adopt the amendment of Guidance
Document 110-38 as presented. (motion by M. Elliott, second by
Allen)

Ms. Juran provided background on staff’s recommended amendments to
the naloxone protocol based on the statewide standing order recently
issued by Dr. Levine, State Health Commissioner. The recommended
amendment also allows a pharmacy to deliver the naloxone to an alternate
delivery site such as a local health department if the counseling is
provided by a physician, nurse practitioner, physician assistant, nurse,
pharmacist, or an approved trainer of the REVIVE! training program at
the alternate delivery site.

The Board voted unanimously to adopt the amendments to the
naloxone protocol as presented and designate the protocol as a
guidance document (motion by M. Elliott, second by S. Elliott)

Ms. Juran presented the amended Guidance Document 110-1 that
includes new facility categories for licensure, nonresident medical
equipment supplier, outsourcing facility and nonresident outsourcing
facility. During board discussions, it was noted that the language for in-
state medical equipment suppliers should also be reworded 1o match what




Virginia Board of Pharmacy Minutes
December 12, 2016

MOTION:

NEW BUSINESS:

* Consideration for
requiring CE in a
specific subject area in
2017

MOTION:

REPORTS:

Chairman’s Report

Report on the Board of Health
Professions

Report on the PMP Advisory
Panel

NABP Telepharmacy Task Force
Meeting

is currently in statute.

The Board voted unarimously to adopt the amendments te Guidance
Document 110-1as presented and directed staff to ensure the
language for medical equipment suppliers is written consistently with
the statute. (motion by Saenz, second by Boone)

The Board discussed if a specific topic for continuing education should be
mandated for pharmacists in 2017 as authorized in 54.1-3314.1 J. Some
of the subject arcas discussed were: opioid use, naloxone administration
or opioid overdose prevention. The Board also discussed the number of
CE units that should be required in this subject if they should decide to
require as such. Staff reminded the Board that this requirement will not
apply to pharmacy technicians as the law only addresses an ability to
mandate up to 2 hours of CE in a specific subject for pharmacists.

The Board voted unanimously to require pharmacists to obtain 1
hour of continuing education credit in the calendar year 2017 in the
subject of proper opioid use, opioid overdose prevention, or naloxone
administration. (motion by Warriner, second by S. Elliott)

Ms. Thornbury was absent from this meeting and therefore, no
Chairman’s report was provided to the Board.

Mr. Logan stated the Board of Health Professions has not met since the
last Board of Pharmacy meeting and therefore, there is nothing to report,

Jody Allen provided a report on the PMP advisory panel on which she
and Ryan Logan participate. The PMP advisory panel recently developed
criteria to recommend to Dr. Brown for identifying unusual prescribing
and dispensing patterns and to provide this information to the
Enforcement Division for investigation. The recommended criteria is
prescribers and pharmacies with 10 or more patients with a morphine
milligram equivalency (MME) greater than 1000 per day or a patient with
greater than 2000 MME/day. The advisory panel will meet again in
January 2017.

Freeda Cathcart participated on the NABP Task Force for Telepharmacy
in Chicago and this was to create a model] act for telepharmacy that all
states may utilize to develop law and regulation. The NABP Executive
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December 12, 2016

NABP International Membership

Task Force Meeting

NABP Interactive Member
Forum

Report on Licensure Program:

Report on Disciplinary Program:

Committee will consider the recommendations and NABP will report out
on the issuc at its annual meeting in May 2017.

Cynthia Warriner participated on the NABP International Membership
Task Force in Chicago to consider the appropriateness of NABP
expanding its international membership. The NABP Executive
Committee will consider the recommendations and NABP will report out
on the issue at its annual meeting in May 2017.

Jody Allen participated on the NABP Interactive Member Forum in
Chicago, a meeting that is held every other year. A representative from
every state is there to collaborate on issues and share best practices.
Many other countries were represented such as Canada and the Bahamas.
Ms. Allen was a panelist on USP compounding issues. Other topics
included:  new board member orientation processes: pharmacist
prescribing practices in Canada; allowance in Oregon for pharmacists to
prescribe oral contraceptives; concerns with opioid overdoses; and
expanded access to naloxone.

Mr. Johnson reported the Board currently licenses 37,581 individuals and
facilities. This is an increase of 743 over the 36,838 for same period in
2015. The Board issued 876 licenses and registrations for the period of
September 1, 2016 through November 30, 2016. Inspectors conducted
451 facility inspections including 219 routine inspections of pharmacies:
57 (26%) resulted in no deficiency, 87 (40%) with deficiencies and 75
(34%) with deficiencies and a consent order. Mr. Johnson also discussed
a chart providing a graphic display of inspection deficiencies by quarter
since September 2012. Mr. Johnson reviewed the report of Inspection
Deficiencies, It was noted that deficiency 142, regarding compliance
with CQI requirements, is the most frequently cited deficiency. Other
frequently cited deficiencies include deficiencies 13, 14, and 113
regarding drug inventories, deficiency 15 regarding the perpetual
inventory, deficiency 109 regarding expired drugs, and 130a regarding
the labeling of compounded drug products. There was an increase in
Deficiency 7 regarding the submission of an application and undergoing
an inspection prior to remodeling or changing the location of a pharmacy.

Ms. Reiniers-Day provided the Board with a handout and discussed the
Board’s Open Disciplinary Case Report comparing the case stages
between the four report dates of November 30, 2015; March 24, 2016;
June 13, 2016; and December §, 2016. For the final date, she reported
that there were no cases at the entry stage; 75 at the investigation stage;
173 at the probable cause stage; 37 at the administrative proceedings
division stage; seven at the informal stage; two at the formal stage; and
132 at the pending closure stage. She explained that these numbers
involved all cases, including inspection and continuing education matters.
Further, as noted on the handout, the numbers remain fairly consistent
and she gave the received and closed case numbers for October 2016
(55/56) and November 2016 (37/40). Future reports will provide more
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Virginia Board of Phanmacy Minutes
December 12, 2016

Executive Director’s Report:

SUMMARY SUSPENSION:

CYNTHIA LEE DORTON
Registration No: 0230-003720

MOTION:

ADJOURN:

Ryan Logan, Vice-Chairman

DATE:

specific case-type information for the board members.

Regarding recent or ongoing projects, Ms. Juran reported that staff
intends to begin using the NABP universal inspection form for all routine
pharmacy inspections in February 2017. She indicated staff received
positive feedback during the piloting of the form in August 2016. She
reported on recent and upcoming meetings. She sought and received
approval from the board to submit an application to NABP for the 2017
Fred T Mahaffey award for convening the pharmacy benefit manager
oversight workgroup in 2016. She then provided on update on staffing
issues.

Wayne T. Halbleib, Senior Assistant Attorney General, presented a
summary of the evidence in the case for the Board to consider a summary
suspension. Mykl D. Egan, DHP Adjudication Specialist, was also
present,

Upon a motion by Ms. Allen, and duly seconded by Mr. Boone, the Board
voted 8-0 in favor of the motion that, according to the evidence presented,
the continued practice by Cynthia L. Dorton, as a pharmacy technician
poses a substantial danger to the public; and therefore, the registration of
Cynthia L. Dorton to practice as a pharmacy technician be summarily
suspended. Further, in lieu of a formal hearing, a Consent Order shall be
offered to Ms. Dorton for the indefinite suspension of her pharmacy
technician registration for two years.

With all business concluded, the meeting adjourned at approximately
1:55pm.

Caroline D). Juran, Executive Director

DATE:




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY

PUBLIC HEARINGS FOR: SCHEDULING CERTAIN SUBSTANCES;
EMERGENCY REGULATIONS FOR PERMITTING FACILITIES FOR PRACTITIONERS
OF THE HEALING ARTS TO SELL CONTROLLED SUBSTANCES;
EMERGENCY REGULATIONS FOR PERMITTING OUTSOURCING FACILITIES; AND,
REGULATIONS FOR PROHIBITION AGAINST INCENTIVE TO TRANSFER
PRESCRIPTIONS

December 12, 2016 Perimeter Center
Second Floor 9960 Mayland Drive
Board Room 2 " Henrico, Virginia 23233-1463

CALL TO ORDER: The public hearings w lled to order at 9:11a.m.

PRESIDING:

MEMBERS PRESENT: .
Freeda Cathcart (arri
Rafael Saenz '

STAFF PRESENT:

1es Rutkowski, A531stant Attomey General
ine J. Yeatts, Senior Policy Analyst, DHP
Beth O’ Ha]loran Individual Licensing Manager
Heather Hurley, Lxcensmg Specialist

PUBLIC HEARING FOR

THE SCHEDULING OF )

CERTAIN CHEMICALS

CALL FOR PUBLIC M Logan called for comment to consider placement of the
COMMENT: following chemical substances into Schedule I:

* 1-(1,3-benzodioxol-5-y1)-2-(dimethylamino)- 1 -pentanone
(other names: N,N-Dimethylpentylone, Dipentylone),

* 4-chloro-alpha-Pyrrolidinavalerophenone (other name: 4-
chloro-alpha-PVP),

* 4-methyl-alpha-Pyrrolidinohexiophenone  (other  name:
MPHP)

* 4-fluoro-alpha-Pyrrolidinoheptiophenone (other name: 4-
fluoro-PV8),

¢ 1-(4-methyoxyphenyl)-2-(pyrrolidin-1-yl)octan-1-one @
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(other name: 4-methoxy-PV9), 4-allyloxy-3,

+ 5-dimethoxyphenethylamine (other name: Allylescaline),

* 4-methyl-alpha-ethylaminopentiophenone,

¢ N-(4-fluorophenyl)-2-methyl-N-{ 1-(2-phenylethyl}
piperidinyl]-propanamide (other name; para-
fluoroisoputyryl fentanyl).

If approved by the Board of Pharmacy, the placement of these
substances in Schedule 1 in the Virginia Drug Control Act shall go
into effect 30 days following publication of the proposed regulation
and remain in effect for a period of 18 months. The chemicals will
then be de-scheduled unless a general law is passed by the General
Assembly placing the chemicals into Schedule 1.

Scott May, Chemical Program Manager at the Department of
Forensic Science provided information regarding the 8 chemicals it
has identified for the Board™s consideration to place into Schedule
. Seven of the chemicals are research chemicals and one is a
powerful synthetic opioid.

Mr. Logan called for comment to consider the proposed regulations
for permitting facilities for practitioners of the healing arts to sell
controlled substances. No public comment was offered.

The comment period ends on December 12, 2016 and final
adoption will be on the agenda for the Board to consider at the
March full Board meeting.

Mr. Logan calied for comment to consider the proposed regulations
for the permitting of outsourcing facilities. No public comment
was offered.

The comment period ends on December 30, 2016 and final
adoption will be on the agenda for the board to consider at the
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March full board meeting.

Mr. Logan called for comment to consider proposed regulations to
prohibif incentives to transfer prescriptions. No public comment
was offered.

The comment period ends on February 10, 2016 and the final

regulations will be on the agenda for the board to consider for
adoption at the March full board meeting.

The public hearings adjourned at 9:19am.

Ryan Logan, Vice-Chairman

Caroline D. Juran, Executive Director

Date

Date




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF A PANEL OF THE BOARD

December 12, 2016 Department of Health Professions
Commonwealth Conference Center Perimeter Center
Second Floor 9960 Mayland Drive
Board Room 2 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 1:55 p.m.

PRESIDING: Ryan Logan, Vice Chairperson

MEMBERS PRESENT: Jody H. Allen

Melvin L. Boone, Sr.

Michael 1. Elliott

Sheila K. W. Elliott

Rafael Saenz (left 4:45pm, following conclusion of Bowden

case)

STAFF PRESENT: Caroline D. Juran, Executive Director
Beth  O’Halloran, Individual Licensing Manager (left
4:45pm, following conclusion of Bowden case)
James Rutkowski, Assistant Attorney General
Wayne T. Halbleib, Senior Assistant Attorney General
Mykl Egan, DHP Adjudication Specialist

QUORUM: With six members of the Board present, a quorum was
established.

MacDONALD SNOW BOWDEN A formal hearing was scheduled in the matter of

License No. 0202-007456 MacDonald Snow Bowden to discuss allegations that he

may have violated certain laws and regulations governing
the practice of pharmacy in Virginia.

Wayne T. Halbleib, Senior Assistant Attorney General, was
present to prosecute the case with the assistance of Mykl
Egan, DHP Adjudication Specialist.

Mr. Bowden was represented by Lindsey Walton, Esquire.

Following introductions, Mr. Halbleib and Ms. Walton
presented the case for reinstatement of Mr. Bowden’s
pharmacist license to the Board for consideration.
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CLOSED MEETING:

RECONVENE:

DECISION:

PANEL:

KELLY LANTZ PIERRE
Registration No.: 0230-026886

CLOSED MEETING:

Upon a motion by Mr. Boone, and duly seconded by Ms.
Allen, the panel voted 6-0, 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 case of MacDonald S. Bowden. Additionally,
he moved that Caroline Juran, Beth O’Halloran, 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 quorum re-convened in open meeting and
announced the decision.

Upon a motion by Mr. Boone, and duly seconded by Mr,
Elliott, the panel voted 6-0 to reprimand and reinstate Mr.
Bowden’s pharmacist license under probation and terms:
Mr. Bowden must maintain full time active employment as
a pharmacist for a minimum of two years, have an affidavit
signed by Mr. Bowden that he has read all pertinent laws
and regulations regarding Pharmacy and PMP, Mr.
Bowden’s employer must submit quarterly reports to the
board regarding Mr. Bowden’s progress as an employee,
and Mr. Bowden must complete two continuing education
credits on the subject of HIPPA in addition to the required
15 continuing education credits. These terms were read by
Mr. Rutkowski. This case concluded at 4:45pm.

With five members of the Board present, a panel was
established.

A formal hearing was scheduled in the matter of Kelly
Lantz Pierre to discuss allegations that she may have
violated certain laws and regulations governing the practice
of pharmacy in Virginia.

Wayne T. Halbleib, Senior Assistant Attorney General, was
present to prosecute the case with the assistance of Mykl
Egan, DHP Adjudication Specialist.

Ms. Pierre’s registration was recently summarily suspended.
She was not present at the Formal Hearing.

Upon a motion by Mr. Boone, and duly seconded by Ms.
Elliott, 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 case of Kelly Lantz Pierre. Additionally, he
moved that Caroline Juran and Jim Rutkowski attend the
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RECONVENE:

DECISION:

ADJOURN:

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 in open meeting and
announced the decision.

Upon a motion by Mr. Elliott, and duly seconded by Ms.
Allen, the panel voted 5-0 to indefinitely suspend Ms.
Pierre’s pharmacy technician registration for no less than
two years.

With all business concluded, the meeting adjourned at
5:40p.m.

Ryan Logan, Presiding Chair

DATE:

Carohne D. Juran, Executive Director




DRAFT

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Tuesday, January 17, 2017 Department of Health Professions

Commonwealth Conference Center Perimeter Center

Second Floor 9960 Mayland Drive

Board Room 1 Henrico, Virginia 23233

CALL TO ORDER: A meeting of the Special Conference Committee of
the Board of Pharmacy was called to order at 10:30
a.m.

PRESIDING: Michael Elliott, Committee Chair

MEMBERS PRESENT: Jodi Allen, Committee Member

STAFF PRESENT: J. Samuel Johnson, Deputy Executive Director

Anne G. Joseph, Acting Deputy Executive Director
Mykl D. Egan, DHP Adjudication Specialist
Beth O"Halloran, Individual Licensing Manager

Dale Alan Moore Dale Alan Moore appeared to discuss his application
License Number 0202-210861 for reinstatement of his license to practice pharmacy,
as stated in the December 22, 2016, Notice.

Closed Meeting: Upon a motion by Ms. Allen, and duly seconded by
Mr. Elliott, 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 Dale Alan Moore.
Additionally, she moved that J. Samuel Johnson,
Anne G. Joseph, Mykl D. Egan, and Beth O’Halloran
attend the closed meeting because their presence in
the closed meeting was deemed necessary and would
aid the Commiittee in its deliberations.

Reconvene: 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.

Decision: Upon a motion by Ms. Allen, and duly seconded by
Mr. Elliott, the Committee unanimously voted deny
Mr. Moore’s application for reinstatement of his
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David Winters Hall
License Number 0202-010394

Decision:

ADJOURN:

Page 2

license to practice pharmacy.

David Winters Hall did not appear to discuss
allegations that he may have violated certain laws
governing the practice of pharmacy as stated in the
December 20, 2016, Notice.

Upon a motion by Ms. Allen, and duly seconded by
Mr. Eliott, the Committee unanimously voted to
refer the matter to the full Board for a formal
administrative hearing, and to offer Mr. Winters a
Consent Order for the revocation of his pharmacy
license 1n licu of a formal hearing,

With all business concluded, the meeting adjourned at
12:20 p.m.

Michael Elliott, Chair

Anne G. Joseph
Acting Deputy Executive Director

Date

Date




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF A PANEL OF THE BOARD

February I, 2017

Commonwealth Conference Center
Second Floor

Board Room 2

Department of Health Professions
Perimeter Center

9960 Mayland Drive

Henrico, Virginia 23233

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

CALL TO ORDER:

PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

QUORUM:

ACARIAHEALTH PHARMACY, INC.

Permit No. 0201-004179

CLOSED MEETING:

A meeting of a panel of the Board of Pharmacy (“Board™)
was called to order at 10:35 a.m.

Jody Allen, Board Member

Melvin L. Boone, Sr. (arrived 1:55 p.m.)
Michae! 1. Eiliott

Sheila K. W. Elliott (departed 2:15 p.m.)
Freeda Cathcart

Elien Shinaberry

Caroline D. Juran, Executive Director

Kennia Butler, Disciplinary Program Specialist

James Rutkowski, Assistant Attorney General

Wayne T. Halbleib, Senior Assistant Attorney General
Mykl Egan, DHP Adjudication Specialist

With five members of the Board present, a quorum was
established.

A formal hearing was held in the matter of AcariaHealth
Pharmacy, Inc. to discuss allegations that they may have
violated certain laws and regulations governing the conduct
of a pharmacy in Virginia.

Wayne T. Halbleib, Senior Assistant Attorney General, was
present to prosecute the case with the assistance of Mykl
Egan, DHP Adjudication Specialist.

AcariaHealth Pharmacy, Inc. was represented by Elizabeth
A. Scully, Lee Rosebush. James Whitford, Pharmacist-in-
Charge, testified on behalf of the respondent.

Susan Beckmann, DHP Inspector, testified on behalf of the
Commonwealth.

Upon a motion by Mr. Elliott, and duly seconded by Ms.
Elioft, 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
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February 1, 2017

RECONVENE:

DECISION:

SUMMARY SUSPENSION:

DANIEL PATRICK WILSON
Registration No.: 0230-020006

SHERRI KNOX
Registration No.: 0230-008921

regarding the matter of AcariaHealth Pharmacy, Inc.

Additionally, he moved that Caroline Juran, Kennia Butler
and James Rutowski 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 quorum re-convened in open meeting and
announced the decision.

Upon a motion by Mr. Elliott, and duly seconded by Ms.
Shinaberry, the panel voted 5-0 to impose a monetary
penalty of $5,000 to be paid within 30 days from the date of
the Order.

Mr. Boone arrived at 1:55 p.m.

Wayne Halbleib, Senior Assistant Attorney General,
presented a summary of the evidence in the case for the
Board to consider a summary suspension. Mykl D.
Egan, DHP Adjudication Specialist, was also present.

Upen a motion by Mr. Elliott, and duly seconded by Mr.
Boone, the Board voted 6-0 in favor of the motion that,
according to the evidence presented, the continued
practice by Daniel Patrick Wilson, as a pharmacy
technician poses a substantial danger to the public; and
therefore, Daniel Patrick Wilson's right to renew his
registration fo practice as a pharmacy technician be
summarily suspended. Further, in lieu of a formal
hearing, a Consent Order shall be offered to Mr. Wilson
for the indefinite suspension of his right to renew his
pharmacy technician registration for not less than two
years.

Ms. Elliott departed at 2:15 p.m.

A formal hearing was held in the matter of Sherri Knox to
discuss allegations that she may have violated certain laws
and regulations governing the practice of pharmacy
technicians in Virginia,

Wayne T. Halbleib, Senior Assistant Attorney General, was
present to prosecute the case with the assistance of Mykl
Egan, DHP Adjudication Specialist.
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CLOSED MEETING:

RECONVENE:

DECISION:

ADJOURN:

Patricia Harte-Byers, DHP Senior Investigator; Richard
Waddell, Walgreens Asset Protection Manager; Schrie
Askew, Walgreens Pharmacist-in-Charge; and Maura
Keene, Walgreens Store Manager, testified on behalf of the
Commonwealth.

Ms. Knox testified on her own behalf.

Upon a motion by Mr. Elliott, and duly seconded by Mr.
Cathcart, the panel voted 6-0, 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 case of Sherri Knox. Additionally, he moved
that Caroline Juran, Kennia Butler and James Rutowski
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 in open meeting and
announced the decision.

Upon a motion by Ms. Catheart, and duly seconded by Mr.
Boone, the panel voted 6-0 to dismiss case.

With all business concluded, the meeting adjourned at
5:10p.m.

Jody Allen, Presiding Chair

Date

Caroline D. Juran, Fxecutive Director




DRAFT

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Tuesday, February 21, 2017 Department of Health Professions

Commonwealth Conference Center Perimeter Center

Second Floor 9960 Mayland Drive

Board Room 1 Henrico, Virginia 23233

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

PRESIDING: Cynthia Warriner, Committee Chair

MEMBERS PRESENT: Melvin L. Boone, Sr., Committee Member

STAFF PRESENT: Anne G. Joseph, Acting Deputy Executive Director

Mykl D. Egan, DHP Adjudication Specialist
Beth O’Halloran, Individual Licensing Manager
Kennia Butler, Discipline Staff

Janet Lawson Janet Lawson did not appear to discuss her

Registration Number 0230-016750 application for reinstatement of her registration to
practice as a pharmacy technician and allegations that
she may have violated certain laws governing
pharmacy technician practice.

Decision ‘ Upon a motion by Mr. Boone and duly seconded by
Ms. Warriner, the Committee unanimously voted to
deny Ms. Lawson’s application for reinstatement of
her registration to practice as a pharmacy technician.

As provided by law, this decision shall become a tfinal
Order 30 days after service of such Order on Ms.
Lawson, unless a written request is made to the Board
within such time from Ms. Lawson requesting a
formal hearing on her reinstatement application and
the allegations made against her, If service of the
Order is made by mail, three days shall be added to
that period.

Upon such timely request for a formal hearing, the
decision of this Special Conference Committee shall
be vacated.
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Shawanda Gilliam

Registration Number 0230-009351

Decision

Mark Lee Blanton
License No. 0202-010024

Closed Meeting:

Reconvene:

Decision;

Page 2

Shawanda Gilliam did not appear to discuss
allegations that she may have violated certain laws
governing pharmacy technician practice as stated in
the January 17, 2017, Notice.

Upon a motion by Mr. Boone and duly seconded by
Ms. Warriner, the Commitiee unanimously voted to
refer the matter to the full Board for a formal
administrative hearing, and to offer Ms. Gilliam a
Consent Order for the suspension of her right to
renew her pharmacy technician registration in lieu of
a formal hearing.

Mark Lee Blanton appeared to discuss allegations
that he may have violated certain laws governing the
practice of pharmacy as stated in the January 17,
2017 Notice,

Upon a motion by Mr. Boone, and duly seconded by
Ms. Warriner, the Commiitee unanimously voted to
convene a closed meeting pursuant to Virginia Code
§ 2.2-3711{AX27) for the purpose of deliberation to
reach a decision in the matter of Mark Lee Blanton.
Additionally, she moved that Anne G. Joseph, Mykl
D. Egan, Beth O'Halloran, and Kennia Butler 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. Boone, and duly seconded by
Ms. Warriner, the Committee unanimously voted to
issue an Order reprimanding Mr. Blanton and
requirtng him to take 8 hours of additional continuing
education.

As provided by law, this decision shall become a final
Order 30 days after service of such Order on Mr.
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ADJOURN:

Page 3

Bianton, unless a written request is made to the Board
within such time from Mr. Blanton requesting a
formal hearing on the allegations made against him.
If service of the Order is made by mail, three days
shall be added to that period.

Upon such timely request for a formal hearing, the
decision of this Special Conference Committee shall
be vacated.

With all business concluded, the meeting adjourned at
:35 am.

Cynthia Warriner, Chair

Anne G. Joseph
Acting Deputy Executive Director

Date

Date
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DRAFT/UNAPPROVED

VIRGINIA BOARD OF PHARMACY
MINUTES OF REGULATION COMMITTEE MEETING

February 28, 2017 Perimeter Center
Secoend Floor 9960 Mayland Drive
Board Room 2 Henrico, Virginia 23233-1463

CALL TO ORDER: The meeting was called to order at 10:07am

PRESIDING: Ryan Logan, Committee Cha

MEMBERS PRESENT: Sheila K. W, Elliott amved 10: 20 am
Ellen B. Shmaberry -- i

STAFF PRESENT: oline ve D
3. Samuel-Johnson, Jr. Depnty Executive Director
Cathy Relmers—Day, Deputy Executive Director

David Brown, Dis cetor Department of Health Professions
Elaine J. Yeatts, Senior Policy Analyst

Beth O° Hal]_oran, Individi lL:censmg Manager

mended Agenda Attachment” ;1) presented for review to include
co inued penodlc:_reguiatory review by developing draft amendments to
Pa “XVIU of Regulations Governing the Practice of
Y _'Qhaptel 20, -adopting guidance for pharmacists taking breaks,
amending CSR-?Regulanons for naloxone dispensing and Gu1dance
Doéument 110-44 = protocol for prescribing and dispensing naloxone,
amend, regulation to authorize partial filling of Schedule I prescriptions,
amend regu[atlon I8VAC110-20-590 regarding drugs in correctional
‘ facallt:es ‘amend Guidance Document 110-9 - pharmacy inspection
eficiency monetary penalty guide, amend Guidance Document 110-20 —
ctice by a pharmacy technician trainee, drafting amendments for
NOIRA for the use of automated dispensing systems as emergency dirug
« - “kits and stat-drug boxes and for the refilling of a prescription in quantity
~ up to total amount authorized, and consideration for discontinuing the
administration of the Virginia Pharmacy Technician Exam.

APPROVAL OF AGENDA!

MOTION: The Committee voted unanimously to approve the amended agenda
as presented for the Regulation Committee meeting (motion by
Warriner, second by Cathcart)

PUBLIC COMMENT: Jenny Lovett, Director of the Chris Atwood Foundation, provided
comment to the committee. Ms. Lovett stated she is generally pleased
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with the suggested draft amendments for controlled substances
registration regulations included in the agenda handout as related to
allowing trainers to dlspense naloxone in the community. She offered a
few suggested areas in regulation for the committee to address. Ms.
Lovett supports laypersons dispensing naloxone in the community as this
is a relatively safe solution to an opioid overdose. She reminded the
committee that the spirit of the law is to save lives from opioid overdose.
Ms. Lovett stated that the dispensing will likely be performed by
volunteers in their spare time and she hoped the regulations would not be
overly restrictive.

AGENDA ITEMS:
Consideration to amend CSR Ms. Juran provided information. regarding HB1453 and SB848 that
regulations for naloxone allows persons who have been ‘authorized by the Department of
dispensing and Guidance Behavioral Health and Developmental Serwces to train individuals on the
Document 110-44, Protocol for administration [0f naloxone for use in 0p101d overdose reversal and are
prescribing and dispensing acting on behalf'of an organization that prov1des services to individuals at
naloxone risk of experiencing an overdosg, 1o dispense naioxone free of charge for
treatment of opioid overdose: The bills require the . ‘organization to obtain
ed substances registration and therefore, the committee
ed:ﬁposable amendments to these regulations which may be
warran od for this allowance,’. During the discussion there was a
suggestion, by Ms. Shmaben‘y to clean up the language in 18VACI10-20-
710 (E) to.use one term: for aiarm system” instead of the current
security device” tarm . system” language that is included in the
1eg1;1atlon This. will 'be held forithe periodic regulatory review of the
MOTION: ited unanimously to recommend to the full

MOTION:

end 18VAC110-20-690, 18VAC110-20-700, and
ISVACHO 20-710 as indicated in Attachment 2, and to adopt a
new section 18VACI110-20-735 as indicated in Attachment 2.
--(motion:b:y__ Warriner, second by Cathcart)

he committee also reviewed suggested language for a naloxone protocol
equired by HB1453 and SB848. The committee recommended not
including language for trainers dispensing naloxone in the existing
naloxone protocol for pharmacists, but to adopt a separate protocol for
this purpose.

The Committee voted unanimously to recommend to the full
board to amend Guidance Document 110-44 as presented and
with the following amendments:
¢ Change the name of the Guidance Document to
“Protocol for the Prescribing of Naloxone and
Dispensing by Pharmacists and Distribution to
Authorized Entities”;
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¢ In the first sentence, change “opiate” to “opioid” and
insert “subsection X” after “authorized in”;

¢ In section 4 regarding kit contents, insert “#1 twin pack”
after “Narcan Nasal Spray 4mg” and within the sig of
this drug, insert “Call 911.”;

¢ Amend the title of the section pertaining to law
enforcement, etc. to read “Protocol for Distributing to
Law Enforcement Officers, Firefighters, and Employees
of the Department of Forensic Science, Office of the
Chief Medical Examiner, and Department of General
Services Division of Consolidated Laboratory Services”;

¢ The section pe' to law enforcement, etc., shall
now read: :

. “Alternatlvely, a pharm , wholesale distributor, third
party loglstice provider, or manufacturer may distribute
naloxone via invoice to: i

1. Desngnated employees of the Department of Forensic
Science, employee ”of the Office of ‘the Chief Medical

-Exammer, and ployees of the Department of General

' 'ces Divisio of Consolidated Laboratory Services

| developed’.ff '

a trammg program
developed by the Department of Behavioral Health and
Developmental Services in consultation with the
Department of Criminal Justice Services or Department
. of Fire Programs, respectively, at the address of the law
enforcement agency or fire department.

Training shall be conducted in accordance with policies
and procedures of the law enforcement agency, fire
department, Department of Forensic Science, Office of
the Chief Medical Examiner, or the Department of
General Services Division of Consolidated Laboratory
Services,”

* And the suggested language for trainers to dispense
naloxone shall be incorporated in its own separate
guidance document. (motion by Catheart, second by
Elliott)

MOTION: The Committee voted unanimously to recommend to the full
board to adopt a new Guidance Document 110-45 for the
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Continue periodic regulatory
review by developing draft
amendments to Parts IV, X111 -
XVII of Regulations Governing
the Practice of Pharmacy,
Chapter 20

* |8VACIH10-20-110

e 1BVACI10-20-140

* 18VACI110-20-150

dispensing of naloxone by trainers as indicated in Attachment
3. (motion by Shinaberry, second by Warriner).

The committee discussed the subjects identified during the November 3,
2015 Regulation Committee Meeting for possible amendment and the
draft amendments for the periodic regulatory review, as prepared by staff
and presented in the agenda packet, of Parts 1V, XII - XVII of
Regulations Governing the Practice of Pharmacy, Chapter 20,

i ge of 20 hours per week, averaged
i pharmacy that’ they are designated PIC and that a

obtained a minjmum of two years of" éxper;ence practicing as a
pharmactst in V;rguua or another state. The committee dlscussed these

busm SS under new ownership, and an addition to allow the Board to
permit if a pharmacy is not operational within 60

days from the date the permit is issued. Staff is aware of circumstances
“wherein pharmacy, permits have been issued, but the businesses never

became operational and nefarious activity appeared to occur. The
committee discussed the length of time it may take to obtain a DEA
registration and the extenuating circumstances that may occur from the
me a permit is issued to when a pharmacy may begin operating. There
ay also be issues with insurance contracts that can cause a delay or
ossibly a natural disaster. The agreement was to change the requirement
from 60 days to 90 days and allow for the possibility for an extension to
be granted for good cause shown.

Amendments considered by the committee included: the allowance for a
limited-use pharmacy permit that does not stock prescription drugs to be
exempt from having a sink with hot and cold running water; a pharmacy
stocking drugs requiring cold temperature storage to record the
temperature daily and maintain the record for two years; and, the
prohibition of dormitory-style refrigerators for storage of vaccines
consistent with CDC guidance. Both the limited-use sink exemption and
the temperature Jog language were accepted by the committee, however,
there was much discussion about not allowing a dormitory-style

4
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-

refrigerator for the storage of vaccines. There was concern that there is
no clear definition of a dormitory-style refrigerator. The committee
agreed against recommending a specific prohibition for using dormitory-
style refrigerators to store vaccines, but to rely on the existing language
that all drugs requiring cold temperature storage must be stored within the
appropriate temperature ranges.

I8VAC110-20-180 Amendments considered by the committee included an alarm system
having at least one hard-wired communication method and that the alarm
system shall include a feature by which any breach in the alarm is
communicated by the monitoring entity to the PIC or a pharmacist
working at the pharmacy. There was a suggestion from a committee
member to clean up languag- nd in this section to be consistent as the
word “device” and ¢

item,

18VACIH]0-20-200

this section was to remove the wording that
refers to a “humane soc:ety and add the words “public or private” animal
shelter, " This is to. m;rror current law. The committee agreed to accept
t]ns amend;ment '

18VAC110-20-580

18VACT10-20-630,

( ‘r'cumstances around thls and the reqmrement to notxfy the Board of
chang,e in the r

d the manner in which these transfers shall be communicated and
corded. The committee agreed to recommend these proposed changes.

‘here was one amendment to subsection “C” considered to change
Schedule 11 to Schedule 1 for those persons who obtain a CSR for the
purpose of investigation using Schedule I substances.

18VAC110-20-710

MOTION: The committee voted unanimously to recommend to the full

board to amend regulations as presented and summarized in
Attachment 4 for the periodic regulatory review of Parts IV,
X1 - XV of Regulations Governing the Practice of Pharmacy,
Chapter 20 and recommended the board take no action on the
following subjects:

e 18VAC110-20-110, specifying 2 minimum number of
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hours a PIC must practice at the location listed on the
pharmacy permit application

¢ 18VAC110-20-130 and 18VAC110-20-140, requiring
inspections for acquisitions and change of ownership.
(motion by Cathceart, second by Shinaberry)

Adopt guidance for pharmacists The committee reviewed the regulations set forth in Minnesota and the
taking breaks suggested guidance prepared by staff to be given to licensees regarding
breaks for pharmacists. Ms. Yeatts suggested that the Guidance
Document begin with the section of regulation that states “except in an
emergency, a permit holder shall not require a pharmacist to work longer
n any day and shall allow at least six hours of

off-time between consecutive shifts, A pharmacist working longer than
six continuous hours?shalf be al]owed to take a 30-minute break™.

his/her Dbreak =wn‘.hm the prescrtptlon departmem if not closing the
pharmacy. The commlttee agr ¢ d that thls may nqt constitute the mtent

MOTION:

adequate secu'nty of the drugs by taking his break within the

prescription department.”

trike “If two or more pharmacists are practicing

sk ultaneously and the pharmacy does not close during a
break, the pharmacists should stagger their breaks.”; and

In the last bullet, change “he” to “he or she”. (motion by

EHiott, second by Cathcart)

Amend regulation to authorize The committee discussed the new allowance for the partial filling of
partial filling of Schedule 11 Schedule 11 prescriptions under the Comprehensive Addiction and
prescriptions Recovery Act (CARA) of 2016 and determined 18VACI10-20-310
should be amended to authorize the partial filling under board regulation.
There was discussion regarding whether current regulatory language
authorizing partial fills of Schedule !l drugs for terminally ill was
necessary since the allowance in the CARA Act was written broadly. It
was noted that 18VAC110-20-310 states prescriptions for terminally ill
may be refilled for a period not to exceed 60 days and the allowance
under the CARA Act is for a peried not to exceed 30 days. Based on the

6
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suggested draft language presented in the agenda packet, there was a
general consensus that perhaps #2 of subsection D should become a new
#4 under the suggested subsection E, that #4 of subsection D should be
incorporated into the suggested #3 under suggested subsection E, and that
#3 of subsection D should become a new #5 under suggested subsection
E. The issue was tabled and staff was asked to obtain additional
information.

ACTION ITEM: Board staff will review the federal law and regulations to determine if
the CARA Act impacted the federal language for partial filling
Schedule TI prescriptions for terminally ill. The information will be
considered at the March board meeting to assist the board in
determining amendmen Sary for 18VAC110-20-310.

Amend regulation 18VAC110- The chief pharmac;st';:t the Vlrgmla Department of Correctlons requests
20-590, Drugs in correctional
Jacilifies

MOTION:

Amend Guidance Documen
110-9, Pharmacy inspection
deficiency monetary penalty
guide

ased on concerns identified by board members during
t dlscrphnary;hearmgs and other concerns expressed by licensees to

Regardmg a poss:ble amendment to Deficiency 24 within Guidance
Document 110-9, Mr. Johnson will research and report at the March
imeeting if all drugs for sterile compounding should be
:elghed and prepped in an area classified as ISO 8 or better or if this
SP requirement applies only to hazardous drugs,

ACTIONIT

The committee voted unanimously to recommend to the full board to
‘amend Deficiency 142 to read “No record maintained and available
for 12 months from date of analysis of dispensing errors or
submission to patient safety organization” and to delete under
“Conditions” the 20% threshold and the statement “Do not cite
deficiency until July 1, 2015”. (motion by Cathcart, second by S.
Elliott)

MOTION:

MOTION: The committee voted unanimously to recommend to the full board to
further amend Guidance Document 110-9 as follows:
s Deficiency 12a and 146 - Insert under “Conditions”, “Do not

7
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cite if stored in a combination method as allowed in Guidance
Document 110-40.”;

* Deficiency 20a - Change to read “Pharmacist not
documenting verification of accuracy of non-sterile
compounding process and integrity of compounded
products”; and,

¢ Deficiency 20b - Change to read “Pharmacist not
documenting verification of accuracy of sterile compounding
process and integrity of compounded products”. (motion by
Warriner, second by S. Elliott)

Amend Guidance Document Based on recent board discussions, staff recommends considering
110-20, Practice by a pharmacy amendments to Guadance-.Document 110-20 to re-interpret intent of the
technician trainee nine-month allowance for a pharj_nacy technician trainee to perform tasks
restricted to a pharmacy technician’ prior to becoming registered as a
pharmacy technician, = It was previously discussed that some training
programs requxr didactic courses that': may take several months to
complete prior 1o, al]owmg, trainee to perfomn_=_dut!es and therefore the
interpretation that the nine months begins upon enroliment in the program
was problemallc it was generally thought that the :oard couEd interpret

. y-to recommend to the fult board in
March to amend Guldance Document 110-20 as presented (motion by
‘Warriner, second by Shmaberry)

MOTION:

ommittee reviewed a petition from Dale St.Clair, a pharmacist who
requesting  co asideration to  amend 18VACI110-20-550 and
AVAC1102-20-555. .E:Thxs was discussed at the September 7, 2016 Full
‘Board Meeting and:the petition was accepted with one comment from the
pubhc The draft amendments for NOIRA were reviewed by the
committee Ms. Shinaberry noted that the regulations should indicate who
ay access the device for those facilities not required to obtain a CSR.

Draft amendments for NOIRA,
Use of automated dispensing
systems as em gency' drug kits
and stat—drug )0

he committee voted unanimously to recommend to the full board in

: . March to adopt the following draft amendments for the NOIRA

regarding the use of automated dispensing systems as emergency

drug kits and stat-drug boxes:

* Amend 18VAC110-20-550 to include a new section reading
“Drugs that would be stocked in a stat-drug box, pursuant to
this section, may be stocked in an automated drug dispensing
system in a nursing home in accordance with 18VAC110-20-
555, except that the quantity of drugs in Schedules I through
V stocked in the system shall be determined by the provider
pharmacist in consultation with the medical and nursing staff
of the nursing home™.

¢ Amend I8VAC110-20-555 (2) by inserting “unless the system
is exclusively stocked with drugs that would be kept in a stat-

MOTION:
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box pursuant to 18VAC110-20-550 or an emergency drag kit
pursuant to 18VAC110-20-540 and are solely administered
for stat or emergency administration” following the word
“gystem”

* Amend 18VACI10-20-555 by inserting a new #3 that states
“For facilities not required to obtain a controlled substance
registration, access to the automated dispensing device shall
be restricted to a licensed nurse, pharmacist, or prescriber, or
a registered pharmacy technician for the purpose of stocking
or reloading”

e Amend 18VAC110-20: 55 (3) by changing it to #4 and
inserting in subsection 4a the phrase “including a drug that is
stocked in a sta drug box pursuant to subsection B of
18VAC110-20-550” followmg the phrase “A drug”. (motion
by Shmaberry, second by Warrmer)

Draft amendments for NOIRA, The committee reviewed a petition for rufemakmg from Derek Phillips, a
refilling prescription in quantity pharmacist requestmg conmderatlon to amend 18VACI10-20-320
up to total amount authorized al!owmg a pharmacist. to reﬁ a pr escrnpt:on with ; 2 quantlty greater than

The term
.§and the commlttee determined it
,_epressants antipsychotics, and drugs of

new p
psychotherapeutlc
cwould prefer:to us

MOTION:

prescr:ptmn with 2 quantity greater than the face amount prescribed,
under certain circumstances, not to exceed the total amount
authomzed and to consider inserting a similar allowance in
18VAC1 10-20-270 for the dispensing of new prescriptions:

. & Subsection B — following “Schedule VI”, change “shall” to
“may” and strike “only” and “expressly”;

Subsection B - add “Except for drugs used to treat
depression, anxiety, or psychoses or drugs of concern as
defined in § 54.1-2519, a pharmacist, using professional
judgement and upon request by the patient, may refill a drug
listed in Schedule VI with any quantity, up to the total
amount authorized, taking all refiils into consideration.”
(motion by Warriner, second by Cathcart)

[ ]

Consider discontinuing Based on the board’s contract ending with the current exam administrator
administration of Virginia on August 31, 2017, staff requested the board consider discontinuing
Pharmacy Technician Exam administration of the Virginia Pharmacy Technician Examination. Staff

indicated that it is burdensome to routinely prepare items and test forms
given the increased workload placed on the board in recent years.
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MOTION:

ADJOURN:

Additionally, there is a national trend for boards discontinuing the
administration of their own examinations when alternative national
examinations exist. Staff indicated this decision would not require a
legislative or regulatory amendment. The board would continue to
recognize Pharmacy Technician Certification Board (PTCB) for
qualification of initial registration of a pharmacy technician as well as
completion of a board-approved pharmacy technician training program
and the successful passing of the ExXCPT examination.

The committee voted unanimously to recommend to the full board in
March that the board no longer administer the Virginia Pharmacy
Technician Examination _the current contract with the exam
administrator expires on ‘August 31, 2017. (motion by Warrirer,
second by Shinaberry). =

Next meeting TBD

With_all business con ded,_ﬁ!jé{hiéeting conclﬁ&eéi_@t 3:55pm.

Ryan Logan, Chairman

DATE

Caroline ); Juran, Executive Director
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} Meeting of the Board of Pharmacy

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

Amended Agenda of Regulation Committee Meeting
February 28, 2017
10AM

TOPIC PAGES

Call to Order: Ryan Logan, Committee Chairman
» Welcome & Introductions
o Approval of Agenda

Call for Public Comment

Agenda items
e Amend CSR Regulations for Naloxone Dispensing and Guidance handout
Document 110-44, Protocol for Prescribing and Dispensing Naloxone 57-64

» Continue Periodic Regulatory Review by Developing Draft

Amendments to Parts IV, XIIl - XVII of Regulations Governing the 1-21

Practice of Pharmacy, chapter 20
» Adopt Guidance for Pharmacists Taking Breaks 22-28
e Amend Regulation to Authorize Partial Filling of Schedule I}

Prescription 29-35
¢ Amend Regulation 18VAC110-20-590, Drugs in Correctional Facilities 36-38
* Amend Guidance Document 110-9, Pharmacy Inspection Deficiency 39-53

Monetary Penalty Guide '"
e Amend Guidance Document 110-20, Practice by a Pharmacy 54.56

Technician Trainee
o Draft Amendments for NOIRA, Use of Automated Dispensing Systems

as Emergency Drug Kits and Stat-Drug Boxes handout
» Draft Amendments for NOIRA, Refilling Prescription in Quantity up to

Total Amount Authorized handout
» Consider Discontinuing Administration of Virginia Pharmacy

Technician Examination handout

Adjourn

**The Committee will have a working lunch at approximately
12pm.**
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BOARD OF PHARMACY

CSR for trainers

18VAC110-20-690. Persons or entities authorized or required to obtain a controlled

substances registration.

A. A person or entity which maintains or intends to maintain a supply of Schedule Il through
Schedule VI controlled substances, other than manufacturers' samples, in accordance with
provisions of the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia) may apply for a

controlled substances registration on forms approved by the board.

B. Persons or entities which may be registered by the board shall include, but not be limited
to, hospitals without in-house pharmacies, nursing homes without in-house pharmacies that use
automated drug dispensing systems, ambulatory surgery centers, outpatient clinics, alternate

delivery sites, crisis stabilization units, persons authorized by the Department of Behavioral Health

and Developmental Services to train individuals on the administration of naloxone and to dispense

naloxone for opioid overdose reversal, and emergency medical services agencies provided such

persons or entities are otherwise authorized by law and hold required licenses or appropriate

credentials to administer the drugs for which the registration is being sought.

C. In determining whether to register an applicant, the board shall consider factors listed in
subsections A and D of § 54.1-3423 of the Code of Virginia and compliance with applicable

requirements of this chapter.

1. The proposed location shall be inspected by an authorized agent of the board prior to

issuance of a controlled substances registration.




2. Controlled substances registration applications that indicate a requested inspection
date, or requests that are received after the application is filed, shall be honored provided

a 14-day notice is allowed prior to the requested inspection date.

3. Requested inspection dates that do not allow a 14-day notice to the board may be

adjusted by the board to provide 14 days for the scheduling of the inspection.

4. Any person wishing to change an approved location of the drug stock, make structural
changes to an existing approved drug storage location, or make changes to a previously

approved security system shalll file an application with the board and be inspected.

3. Drugs shall not be stocked within the proposed drug storage location or moved to a new

location until approval is granted by the board.

D. The application shall be signed by a person who will act as a responsible party for the
controlled substances. The responsible party may be a prescriber, nurse, pharmacist, or

pharmacy technician for alternate delivery sites, person authorized by the Depariment of

Behavioral Health and Developmental Services to train individuals on the administration of

naloxone and to dispense naloxone for opioid overdose reversal, or other person approved by

the board who is authorized to administer the controlled substances.

E. The board may require a person or entity to obtain a controlled substances registration
upon a determination that Schedule 1l through Vi controlled substances have been obtained and
are being used as common stock by multiple practitioners and that one or mare of the following
factors exist:

1. A federal, state, or local government agency has reported that the person or entity has

made large purchases of controlled substances in comparison with other persons or

entities in the same classification or category.




2. The person or entity has experienced a diversion, theft, or other unusual loss of
controlled substances which requires reporting pursuant to § 54.1-3404 of the Drug

Control Act.

3. The person or entity has failed to comply with recordkeeping requirements for controlled

substances.

4. The person or entity or any other person with access to the common stock has violated

any proviston of federal, state, or local law or regulation relating to controlled substances.
18VAC110-20-700. Requirements for supervision for controlled substances registrants,

A. A practitioner licensed in Virginia shall provide supervision for all aspects of practice related

to the maintenance and use of controlled substances as follows:

1. In a hospital or nursing home without an in-house pharmacy, a pharmacist shall

supervise,

2. In an emergency medical services agency, the operational medical director shall

supervise.

3. For any other type of applicant or registrant, a pharmacist or a prescriber whose scope
of practice is consistent with the practice of the applicant or registrant and who is approved

by the board may provide the required supervision.

B. The supervising practitioner shall approve the list of drugs which may be ordered by the
holder of the controlled substances registration; possession of controlled substances by the entity
shall be limited to such approved drugs. The list of drugs approved by the supervising practitioner

shall be maintained at the address listed on the controlled substances registration.

C. Access to the controlled substances shall be limited to (i) the supervising practitioner or to

those persons who are authorized by the supervising practitioner and who are authorized by law




to administer drugs in Virginia; (i) such other persons who have successfully completed a training
program for repackaging of prescription drug orders in a CSB, BHA, or PACE site as authorized
in §54.1-3420.2 of the Code of Virginia; er (iii) other such persons as designated by the
supervising practitioner or the responsible party to have access in an emergency situation, or (iv)

persons authorized by the Department of Behavioral Health and Developmental Services to train

individuals on the administration of naloxone and to dispense naloxone for opioid overdose

reversal. If approved by the supervising practitioner, pharmacy technicians may have access for
the purpose of delivering controlled substances to the registrant, stocking controlled substances
in automated dispensing devices, conducting inventories, audits and other recordkeeping
requirements, overseeing delivery of dispensed prescriptions at an alternate defivery site, and
repackaging of prescription drug orders retained by a CSB, BHA, or PACE site as authorized in
§ 54.1-3420.2 of the Code of Virginia. Access to stock drugs in a crisis stabilization unit shall be

limited to prescribers, nurses, or pharmacists.

D. The supervising practitioner shall establish procedures for and provide training as
necessary to ensure compliance with all requirements of law and regulation, including, but not

limited to, storage, security, and recordkeeping.

E. Within 14 days of a change in the responsible party or supervising practitioner assigned to
the registration, either the responsible party or outgoing responsible party shall inform the board
and a new application shall be submitted indicating the name and license number, if applicable,

of the new responsible party or supervising practitioner.

18VAC110-20-710. Requirements for storage and security for controlled substances

registrants.

A. Drugs shall be stored under conditions which meet USP-NF specifications or

manufacturers' suggested storage for each drug.




B. Any drug which has exceeded the expiration date shall not be administered: it shall be
separated from the stock used for administration and maintained in a separate, locked area until

properly disposed.

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedule I
through VI drugs, he shall transfer the drugs to another person or entity authorized to possess

and to provide for proper disposal of such drugs.

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be
locked at all times when not in use. The keys or access code shall be restricted to the supervising

practitioner and persons designated access in accordance with 18VAC110-20-700 C.

E. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured
room, cabinet or area which has a security device for the detection of breaking which meets the

following conditions:

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other

generally accepted and suitable device.
2. The installation and device shall be based on accepted alarm industry standards.

3. The device shall be maintained in operating order, have an auxiliary source of power,
be monitored in accordance with accepted industry standards, be maintained in operating
order; and shall be capable of sending an alarm signal to the monitoring entity if breached

and the communication line is not operational.

4. The device shall fully protect all areas where prescription drugs are stored and shall be

capable of detecting breaking by any means when activated.

5. Access to the alarm system shall be restricted to only designated and necessary
persons, and the system shall be activated whenever the drug storage areas are closed

for business.




8. An alarm system is not required for researchers, animal control officers, humane
societies, alternate delivery sites as provided in 18VAC110-20-275, emergency medical

services agencies stocking only intravenous fluids with no added drug, persons authorized

by the Department of Behavioral Health and Developmental Services to train individuals

on the administration_of naloxone and to dispense naloxone for opicid overdose reversal.

and teaching institutions possessing only Schedule V| drugs.

18VAC110-20-735. Requirements for dispensing of naloxone by trained individuals.

A. Persons authorized by the Department of Behavioral Health and Developmental Services

to train individuals_on the administration of naloxone and dispense naloxone for opioid overdose

reversal pursuyant to subsection Y of §54,1-3408 shall maintain the following records:

1. The prescriber’s standing order issued in accordance with subsection Y of §54.1-3408

authorizing the trained individual to dispense naloxone.

2. Invoices or other records showing receipts of naloxone shall be maintained. but may be

stored in an electronic database or record as an electronic image that provides an exact,

clearly legible. image of the document or in secured storage either on or off site. All records

in off-site storage or database shall be retrieved and made available for inspection or audit

within 48 hours of a request by the board or an authorized agent.

3. A manual or electronic log indicating the name, strength, lot, expiration date. and

guantity of naloxone transferred to and from the controlled substances registration location

to_the off-site training location, along with date of transfer. name of trained individual

approved by the Department of Behavioral Health and Developmental Services.

4. Record of dispensing indicating name of person receiving naloxone. address or contact

information if available, date of dispensing, drug name, strength. quantity, lot number,




expiration date, and name of trained individual approved by the Department of Behavioral

Health and Developmental Services to dispense naloxone.

B. The naloxone shall be labeled with directions for use in accordance with prescriber's

standing order. date of dispensing, name of person receiving drug, drug name, strength, name

and telephone number for the entity associated with the controlied substances registration.

C. The naloxone shall be stored and transported under appropriate storage conditions in

accordance with the manufacturer's directions to protect from adulteration.

D. In the event of a manufacturer recall, the supervising practitioner or responsible party

associated with the controlled substances registration certificate shall ensure compliance with any

recall procedures as issued by the manufacturer. United States Food and Drug Administration, or

board to ensure affected drug is transferred to a person or entity authorized to possess the drug

for return or destruction.

E. Except for a prescriber’s standing order which must be maintained on-site for a period of

not less than two vears from the date of the last dispensing. records shall be filed chronolegically

and maintained for a period of not less than two years from the date of transaction.
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Guidance Document: 110-45 Adopted: March 21, 2017

Protocol for the Prescribing of Naloxone and Dispensing by
Trainers

Persons authorized by the Department of Behavioral Health and Developmental Services 1o train
individuals on the administration of naloxone for opioid overdose reversal shall follow this protocol when
dispensing naloxone to a person, without charge or compensation, for administration to another person
believed to be experiencing or about lo experience a life-thr eatenmg opivid overdose as authorized in

subsection Y of § 54.1-3408.

1)

2)

Controlled Substances Registration: An or ganization t : t provides services to individuals at risk of
experiencing an opioid overdose or training in the adml; stration of naloxone for overdose reversal on
whose behalf an authorized trainer may dispense n 'ioxone pursuant 1 standing order shall apply for
a controlled substances registration certificate fi ‘the Board of Pharmacy The person authorized
by the Department of Behavioral Health an - Developmental Services to tiain individuals on the
administration of naloxone and dispense naloxone for opioid: overdose re\'f“:saI must serve as the
responsible party on the application. The prescr;be,"j:ss "'g;:_t‘he standing orderf must serve as the
1 system is not require r the controlled substances registration

supervising practitioner. An alarm
certificate.

Standing Order: An authorized trainer:may dispense; naloxone pursuant to a standing order. The
standing order must lssued by an md:v;duai pres: _ber 1o the organization on whose behalf the
authorized trainer js acting. The standing orde thorizes a freuner to dispense one or more of the
specified naloxone formulations: to'any PETSOR'| eekmg to obtain naloxone following completion of a
trainting program on the admm"'tratlon of naloxane for oplozd overdose reversal approved by the

b. Contents ofikit to _be__,“ispensed for dispensing naloxone 2mg/2ml prefilled syringes for
ratlon to include quantity of drug and directions for administration;

intranasal adm;m

¢, Prescriber’s signature; and

d. Date of issuance.




Guidance Document: 110-45

Adopted: March 21, 2017

3) Kit Contents for Intranasal or Auto-Injector Administration:

Intranasal

Auto-Injector

Intranasal

Naloxone 2mg/2Zml
prefilled syringe, # 2
syringes

SI1G: Spray one-half of
the syringe into each
nostril upon signs of
opioid overdose, Call
911. May repeat x 1.

Mucosal Atomization
Device (MAD) # 2

Kit must contain 2
prefilled syringes and 2
atomizers and

instructions for
administration,

SIG: Use as directed for
naloxone administration.

Naloxone 2 mg
#1 twin pack

SIG: Use one auto-injector
upon signs of opioid
overdose. Call 911. May
repeat x 1.

No kit is required.
Product is commercially
available. ‘

Narcan Nasal Spray 4mg, #1 twin pack

SIG: Administer a single spray intranasally into
one nostril. Administer additional doses using
a new nasal spray with each dose, if patient
‘Spond or responds and then relapses
iratory ~ depression. Call 911,
oses may be given every 2 1o 3
emergency medical assistance

A. Persons authorized by

I Department of Behavioral Health and Developmental Services to train
individuals on the administration of naloxone and dispense naloxone for opioid overdose reversal

pursuant to subsection Y of §54.1-3408 shall maintain the following records:

1. The prescriber’s standing order issued in accordance with subsection Y of §54.1-3408 7
authorizing the trained individual to dispense naloxone.

2. Invoices or other records showing receipts of naloxone must be maintained, but may be stored
in an electronic database or record as an electronic image that provides an exact, clearly legible,
image of the document or in secured storage either on or off site. All records in off-site storage
or database shall be retrieved and made available for inspection or audit within 48 hours of a

request by the board or an anthorized agent.
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3. A manual or electronic log indicating the name, strength, lot, expiration date, and quantity of
naloxone transferred to and from the controlled substances registration location to the off-site
training location, along with date of transfer, name of trained individual approved by the
Department of Behavioral Health and Developmental Services.

4. Record of dispensing indicating name of person receiving naloxone, address or contact
information if available, date of dispensing, drug name, strength, quantity, [ot number,
expiration date, and name of trained individual approved by the Department of Behavioral
Health and Developmental Services to dispense naloxone.

B. The naloxone shall be labeled with directions for use in accordance with prescriber’s standing order,
date of dispensing, name of person receiving drug, drug name, s!;rength name and telephone number
for the entity associated with the controlled substances reg:stra On.

C. The trainer shall provide the recipient with the cu___:en .RE_J_VIVE' brochure available on the
Department  of  Behavioral  Health  an . “Developmental  Services  website  at
http://www.dhp‘Virginia.gov/Pharmacy/docs/osas ;ve pharmacy-dispensing-brochure.pdf

D. The naloxone shall be stored and transpoit

-conditions in accordance
with the manufacturer’s directions to protect from adulteration, i

E. In the event of a manufacturer recall, the supervising practlt;oner or responsiblg party associated
with the controlled substances registratlon certificate ‘must ensure compliance with any recall
procedures as issued by the manufactyrer; United States Food .and Drug Administration, or Board to
ensure affected drug is transferred to a perso ity authori ed to possess the drug for return or
destruction. = i

F. Except for a prescri er’s standmg order whxch : : nt_amed on-site for a period of not less
than two years fr‘__‘ the date ‘of the last dlspensmg records>must be filed chronologically and
( than two years from the date of transaction.

Resources:

Overdose Emergencies Using Naloxone™, ava:}ab]e at

http.//ww i":dhp.v:rgmea gov/pharmacy/docs/osas-revive-training- curricuium pdf

b. Substance A:b:us \éntai Health Services Administration’s “Opioid Prevention Toolkit”
(2014), available " at http://store.samhsa.gov/product/Qpioid-Overdose-Prevention-Toolkit-
Updated-2014/SMA14-4742

¢. Prescribe to Prevent, hitp://prescribetoprevent.org/nharmacists

d. Harm Reduction Coalition, http://harmreduction.org/issues/overdose-prevention/tools-best-
practices/od-kit-materials
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Periodic Regulatory Review, Draft Amendments to Parts IV, XIII - XVII of Regulations
Governing the Practice of Pharmacy, chapter 20

Part 1V. Pharmacies

18VAC110-20-110. Pharmacy permits generally.

A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in charge of more
than two pharmacies.

B. A pharmacist shall not be eligible to serve as PIC until aﬁer havmg obtained a minimum of two
years of experience practicing as a pharmacist in Virginia Q_r: ot}
exception to the minimum number of vears of experlence for gﬂod cause shown,

B-C. The pharmaeist-in-charge{PIC) PIC or the pharmamst on duty shaH control all aspects of the
practice of pharmacy. Any decision overriding. such control of the PIC or other pharmacist on duty

shall be deemed the practice of pharmacy and may be grounds for disc1phnary action against the
pharmacy permit. .

armacy or no 1 g ger w1shes to be de&gna’fed as PIC,
'_krmtt to the board mdlcatlng the effective date on

€:D. When the PIC ceases practice at a
he shall immediately return the pharn:
which he ceased to be the PIC.

B-L. Although not required by law or regulatlon an out oing PIC shali have the opportunity to
take a complete and a urate mventory of all'Schedule 11 through V controlled substances on
hand on the date he ceases to be the PIC, unless the owner submits written notice to the board
showing good cause as 16 hy this oy portumty should not be allowed.

ctice fo'r;r'ndre thaﬁSO consecutive days shall be deemed 1o no
in=charge having knowledge of upcoming absences for longer
than 30 days shall be respon ible for notifying the board and returning the permit. For

unanmapated absences by the PIC which -exceed 15 days with no known return date within the
next 15 days, the owner shall 1mmed1ately notify the board and shall obtain a new PIC,

EG. An apphcation fq;a permit. signating the new PIC shall be filed with the required fee
within 14 days of the original date of resignation or termination of the PIC on a form provided by
the board. It shall be unlawfu 'for a pharmacy to operate without a new permit past the 14-day
deadline unless the board receives a request for an extension prior to the deadline. The executive
director for the board may grant an extension for up to an additional 14 days for good cause
shown.

G:H. Only one pharmacy permit shall be issued to conduct a pharmacy occupying the same
designated prescription department space. A pharmacy shall not engage in any other activity
requiring a license or permit from the board, such as manufacturing or wholesale-distributing,
out of the same designated prescription department space.




H:L Before any permit is issued, the applicant shall attest to compliance with all federal, state
and local laws and ordinances. A pharmacy permit shall not be issued to any person to operate
from a private dwelling or residence after September 2, 2009.

I8VAC110-20-111. Pharmacy technicians.

18VAC110-20-120. Special or limited-use pharmacy permits.

18VAC110-20-121. Innovative program approval.

I8VAC110-20-130. Pharmacy closings; going out of bus' change of ownership.

18VAC110-20-135. Change of hours in an existing phar y

18VAC110-20-140. New pharmacies, acqmsltl 'f.i:and changes to exxstmg pharmacies.

A. Any person wishing to open a new pharmacy, engage in the acqulsltmn of an existing
pharmacy, change the location of an existing pharmacy, move, the location or'make structural
changes to an existing prescription department, or make changes 10 a previously approved security
system shall {ile an application with thé oard, G

B. In the acquisition of an existing pharmacy, if'] prescrlptlon records are to be accessible to
anyone for purposes other 'than‘for commurcy of pharmagy services at substantially the same
level offered by the pre VD > necessary transfer of prescription records, the
owner of the pharmac _acqulrmg the records shal__ disclose such information in writing to each
patient 14 days prior to the. acqmsmon Such reiease of prescription records shall be allowed only
to the extent authorized byj:_§ 2.1 _1_' 7:1:03 of the que of Virginia.

C. Although'a Closmg.mventorv 1s not requlred a compfete and accurate inventory shall be taken
of all S¢ hedule II through V contrdlled substances-on hand, in accordance with §54.1-3404. on
the date the pharmacist first engages in, busmess under the new ownership. Inventories
associated wil h ‘any change i in PIC shall a so be performed in accordance with 18VAC110-20-
110. :

&D. The proposed loc _uqn or st?_: ctural changes shall be inspected by an authorized agent of the
board prior to issuance of a permi

1. Pharmacy permit applications which indicate a requested inspection date, or requests which
are received after the application is filed, shall be honored provided a 14-day notice is allowed
prior to the requested inspection date.

2. Requested inspection dates which do not allow a 14-day notice to the board may be adjusted
by the board to provide 14 days for the scheduling of the inspection.

3. At the time of the inspection, the dispensing area shall comply with 18VAC110-20-150,
18VAC110-20-160, 18VAC110-20-170, 18VAC110-20-180, and 18VAC110-20-190.




4. If an applicant substantially fails to meet the requirements for issuance of a permit and a
reinspection is required, or if the applicant is not ready for the inspection on the established date and
fails to notify the inspector or the board at least 24 hours prior to the inspection, the applicant shall
pay a reinspection fee as specified in 18 VAC 110-20-20 prior to a reinspection being conducted.

B-E. Drugs shall not be stocked within the proposed pharmacy or moved to a new location until
approval is granted by the inspector or board staff.

E:I'. Once the permit is issued, prescription drugs may not be stocked earlier than two weeks
prior to the designated opening date. Once prescription drugs have been placed in the pharmacy,
a pharmacist shall be present on a daily basis to ensure the safety and integrity of the drugs. If
there is a change in the designated opening date, the pharmacy shall notify the board office, and
a pharmacist shall continue to be on site on a daily ba31s 3 1

G. If the pharmacy is not operational within 90 days from the date the permit is issued, the board
shall rescind a pharmacy permit unless an exten_‘ on is granted for good cause shown.

18VAC110-20-150. Physical standards for all pha

A. The prescription department shaH notbe less than 24 Square feet. The patient waiting area or
the area used for counsehng, devices, cosmetics‘ and proprle’eary medicines shall not be

considered a part of the minimum 240 squ et The total area shalI be consistent with the size
and scope of the services ;Qvlded ) :

B. Access to stock rooms, rest rooms and other: eas other than an office that is exclusively used

by the pharmacist shall not be through the prescri p‘uon department. A rest room in the

prescr:puon department, used exclu i ely by pharmacists and personnel assisting with

inctions, may be allowed prowded there is another rest room outside the prescription

ailable to’ other employees and th g‘p_ubhc This subsection shall not apply to
departments in ex1stence prior to November 4, 1993,

i8¢y shall be con ructed of permanent and secure materials, Trailers or other
moveable facilitie or temporary construction shall not be permitted.

D. The entire area of the locati ;of the pharmacy practice, including all areas where drugs are
stored shall be well hghted and well ventilated; the proper storage temperature shall be
maintained to meet U.S.P.-N.F. spec;i;cations for drug storage.

E. The prescription department counter work space shall be used only for the compounding and
dispensing of drugs and necessary record keeping.

F. A sink with hot and cold running water shall be within the prescription department. A
pharmacy issued a limited-use permit that does not stock prescription drugs as part of its
operation is exempt from this requirement.




G. Adequate refrigeration facilities equipped with a monitoring thermometer for the storage of
drugs requiring cold storage temperature shall be maintained within the prescription department,
if the pharmacy stocks such drugs,

H. A pharmacy stocking drugs requiring cold storage temperature shall record the temperature
daily and adjust the thermostat as necessary to ensure appropriate temperature range. The record
shall be maintained manually or electronically for a period of two vears.

18VAC110-20-160. Sanitary conditions.

18VAC110-20-170. Required minimam equipment or resuﬁféés.

18VAC110-20-180. Security system.

A. A device for the detection of breaking shall be: msta}led in each prescrlpﬂon department of
each pharmacy. The installation and the device: shall be based on accepted alarm industry
standards, and shall be subject to the following - co dmons

1. The device shall be a sound, microwave, photoelectrlc ultrasonic, or any other generally

accepted and suitable device.

2. The device shall have at least one hard- : numcatzon method, be monitored in
accordance with accepted industry standaféls, maintained in operatmg order, have an auxiliary
source of power, and be capable of sending an alarm: '1gr1:] to the monitoring entity when
breached if the comm z'hlcatlon hné is not operatloni SR

3. The device shall fully 'pr__ otect t ription department and shall be capable of detecting

breaking by any means when acti

4. Accessito the alarm system for'the;prescription’ department area of the pharmacy shall be
restricted to: the pharmacists working at the pharmacy, except for access by other persons in
accordance Wﬁh I8VACI10-20-190 B 2, and the system shall be activated whenever the
prescription department is closed for business.

5. The alarm system ShalE mc:lude a feature by which any breach in the alarm shall be
entity to the PIC or a pharmacist working at the pharmacy.

B. Exceptions to provisions in this section:

1. Alarm systems approved prior to November 4, 1993, will be deemed to meet the requirements
of subdivisions A-1, 2, and 3 of this section, provided that no structural changes are made in the
prescription department, that no changes are made in the security system, that the prescription
department is not closed while the rest of the business remains open, and that a breaking and loss
of drugs does not occur. If a breaking with a loss of drugs occurs, the pharmacy shall upgrade the
alarm to meet the current standards and shall file an application with the board in accordance
with 18VAC110-20-140 A within 14 days of the breaking.




2. If the prescription department was located in a business with extended hours prior to
November 4, 1993, and had met the special security requirements by having a floor to ceiling
enclosure, a separately activated alarm system shall not be required.

3. This section shall not apply to pharmacies which are open and staffed by pharmacists 24 hours
a day. If the pharmacy changes its hours or if it must be closed for any reason, the PIC or owner

must immediately notify the board, file an application in accordance with 18VAC110-20-140 A,
and have installed prior to closing, a security system that meets the requirements of subdivisions
A 1 through 4 of this section.

18VAC110-20-190. Prescription department enclosures; a eSS to prescription department.

araphema!la, expired drugs.

18VAC110-20-200. Storage of drugs, devices, and ¢ :trolle_

A. Prescriptions awaiting delivery. Prescriptions.pi ared for deilvery 10 the patient may be
placed in a secured area outside of the prescription department, not acce:551ble to the public,
where access to the prescriptions is restricted to 1nd1v1duals designated by the pharmacist. With
the permission of the pharmacrst the prepared prescupt}ons may be transferred to the patient at a

maintained of all prescriptlons dellvered to a pa‘uen‘[ a phannamst 1s not present to include the
patient's name, prescript; nber(s), date of’ delivery, and the mgnature of the person receiving
the prescription. Such log shall b maintained for a-penod of one year,

B. Dispersion of Schedule 1 drugs. Schedule 11 drugs shall either be dispersed with other
schedules of drugs or shall be maintained within a securely locked cabinet, drawer, or safe, or
mamtamed‘in-a manngr that com ines the two! methods for storage. The cabinet, drawer, or safe
unlocked durmg hours 'that the prescription department is open and a pharmacist is on

C. Safeguards for controlled p _aphemaha'and Schedule VI medical devices. Controlled
paraphernalia and Schedule VI medical devices shall not be placed in an area completely
removed from the prescription d aﬂment whereby patrons will have free access to such items or
where the pharmacist cannot gxercise reasonable supervision and control.

D. Expired, or otherwise adulteratecl or misbranded drugs; security. Any drug which has
exceeded the expiration date, or is otherwise adulterated or misbranded, shall not be dispensed or
sold; it shall be separated from the stock used for dispensing. Expired prescription drugs shall be
maintained in a designated area within the prescription department until proper disposal.

18VAC110-20-210. Disposal of drugs by pharmacies.

18VAC110-20-211. Disposal of drugs by authorized collectors.




Part XI11. Other Institutions and Facilities
18VAC110-20-570. Drugs in infirmaries/first aid rooms.

18VAC110-20-580, Humane soeieties-and-animal Animal shelters.

A humane society or animal shelter, after having obtained the proper registrations pursuant to
state and federal laws, may purchase, possess and administer controlled substances in accordance
with provisions of §54.1-3423 of the Code of Virginia provxded that these procedures are
followed: ;

1. Drugs ordered by a humane-seeiety-orpublic or privat

shall only be stored and administered at the address of h

aI she[ter as defined in § 3.2-6500
‘ shelter.

2. A veterinarian shall provide general supervisic ,for the facﬂity and shall provide and certify
training in accordance with guidelines set forth by the State Veterinarian to the person(s)
responsible for administration of the drugs. Certification of training signed by the veterinarian
providing the training shall be maintained at the facﬂlty for each person administering drugs and
must be retained for not less than two years after the pe ceases admlmstermg

3. The person in charge of administratio F drugs for the facility shall obtain the required permit
and controlled substances registration from the board and shall be responsible for maintaining
proper security and reqmred records of all, controlie bstances obtamed and administered.

a. If that person ceasg; employme:_ with the faclht'= or relmquzshes hlS position, he shail
immediately return the regi '
of all drugs in stock.

4. Drugs shall bé stored in a sécgrg, lockéd%i{)lace and only the person(s) responsible for
administering may have access 10 the drugs.

5. All invoices and orde‘;fro‘.,_ s shall be maintained for a period of two years.

6. Complete and accurate records shall be maintained for two years on the administration of the
drug. The record shall show the name and strength of the drug, date of administration, the
species of the animal, the weight of animal, the amount of drug administered and the signature of

the person administering the drug.

18VAC110-20-590. Drugs in correctional facilities.




Part XIV. Exempted Stimulant or Depressant Drugs and Chemical Preparations
18VAC110-20-600. Excluded substances.
18VAC110-20-610. Exempted chemical preparations.
18VAC110-20-620. Exempted prescription products.

18VAC110-20-621. Exempted anabolic steroid products.

18VAC110-20-622. Excluded veterinary anabolic steroid i ) ;fult products.

Part XV. Medical Eq_ii_;pment Suppliers

the hours of operation the locat
person who Works at th" 1ocat

1. Such notification of a change in hours of operation is not required when the change is
necessitated bv .emergency Clrcumstances beyond the control of the owner or when the change
will result in an expansion of thé current hours of operation.

2. If the medical equi ment sumaller 1s unable to post the change in hours 14 days in advance, the
responsible party or owner shali ensure the board is notified as soon as he knows of the change
and disclose the emergency’ circumstances preventing the required notification.

C. Within 14 days of a change in the responsible party assigned to the permit, the outgoing
responsible party shall inform the board, and a new application shall be submitted indicating the
name of the new responsible party.

BD. A permit holder proposing to change the location of an existing license or permit or make
structural changes to an existing location shall file an application for approval of the changes
following an inspection conducted by an authorized agent of the board.




©E. A permit shall not be issued to any medical equipment supplier to operate from a private
dwelling or residence or to operate without meeting the applicable facility requirements for
proper storage and distribution of drugs or devices. Before any license or permit is issued, the
applicant shall demonstrate compliance with all federal, state and local laws and ordinances.

18VAC110-20-640 through 18VAC110-20-670. (Repealed.)
18VAC110-20-680. Medical equipment suppliers.
A. A medical equipment supplier's location shall be inspected by the board prior to engaging in

business. The location shall be clean and sanitary and shall have a system of temperature control
to provide for specified storage conditions for any Scheduie ] drug or device.

B. Hypodermic needles and syringes and Schedule V1 drugs shall 'not be placed on open display
or in an open area where patrons wiil have access o such items. No Schedule V1 devices shall be
placed in an area where responsible parties canno_t exercise reasonable s,up vision and control.

C. A medical equipment supplier shall receive a valid {)rder from a practltloner pnor to
dispensing and shall maintain this order.on file on the pre s for a period of two years from
date of last dispensing. The original o 1ay be kept at a centralized office as long as it is readily
retrievable within 48 hours and a copy of'the order i 15 kept on the premlses of the dispensing
supplier. In lieu of a hard copy, an electronlc image of an order- may be maintained in an
electromc database prov,lded, _‘.preserves and pr0v1des:a'n exact image of the order that is clearly
q juest by a person authorized by law to have

a ke a record at the time of dispensing. This record shall
wo years, from_date of dispensing and shall include:

1. Name and address of patlent,

2. Item dispensed and quantity:,‘ ':;"@applicaB]!é; and

3. Date of dispensing

E. A valid order authorizing the dispensing of drugs or devices may be transferred from one
medical equipment supplier to another medical equipment supplier provided the order can be filled
or refilled. The transfer shall be communicated either orally by direct communication between an
individual at the transferring medical equipment supplier and the receiving medical equipment
supplier, or by facsimile machine or by electronic transmission.

1. The transferring medical equipment supplier shall:

a. Record the word "VOID" on the face of the invalidated order:




b. Record on the reverse of the invalidated order the name and address of the medical equipment
supplier to which it was transferred, the date of the transfer, and for an oral transfer, the name of
the individual receiving the prescription information and the name of the individual transferring
the information; and.

2. The receiving medical equipment supplier shall:

a. Write the word "TRANSFER" on the face of the transferred prescription,

b. Provide all information required to be on a valid order to include:

(1) Date of issuance of original order:

(2) Original number of refills authorized on the original order;

(3) Date of original dispensing, if applicable:

(4) Number of valid refills remaining and date (.)lf l'éiét.dispensing:

(5) Medical equipment supplier name and address from which the order mformatmn was
transferred: and : i

(6) Name OftranSfGR'inQ individual if tréﬁ;sferred' 6’1"511\/

3. Both the original and. transf: 'ed order shail be maintai ed for a perlod of two vears from the
date of last refill. In heu of recordmg the requlred information on the hard copy of a valid order,
amedical equipment suppher mav necord all requlred information in an automated data processing

wesident medlc“ ‘equtpment suppher shalI register and practice in accordance with §
.31 of the Code 0

18VAC110-20-685. Definitions for controlled substances registration.

18VAC110-20-690. Pers
substances registration.

'or entities authorized or required to obtain a controlled

I18VAC110-20-700. Requirements for supervision for controlled substances registrants.

18VAC110-20-710. Requirements for storage and security for controlled substances
registrants.

A. Drugs shall be stored under conditions which meet USP-NF specifications or manufacturers'
suggested storage for each drug.




B. Any drug which has exceeded the expiration date shall not be administered; it shall be
separated from the stock used for administration and maintained in a separate, locked area until
properly disposed.

C. I a controlled substances registrant wishes to dispose of unwanted or expired Schedule H |
through VI drugs, he shall transfer the drugs to another person or entity authorized to possess and
to provide for proper disposal of such drugs.

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be
locked at all times when not in use. The keys or access code shall be restricted to the supervising
practitioner and persons designated access in accordance W1th 18VAC1 10-20-700 C.

E. In a facility not staffed 24 hours a day, the drugs shall tored in a fixed and secured room,
cabinet or area which has a security device for the detection of breakmg which meets the
following conditions: ! L

1. The device shall be a sound, microwave, ph.'o,

lectric, ultrasonic, or Iéfﬁy_iother generally
accepted and suitable device. L :

2. The installation and device shall be sed on acceptéd- arrﬁ industry standards.

3. The device shall be maintained in ope ating order, have an auxzhary source of power, be
monttored in accordance W;tl_l_ accepted lndustry standards be mam’tamcd in operating order; and

.

il be restrlcted to only designated and necessary persons, and
shall be activated Whenever the drug storage areas are closed for business.

6. An alarm system is not required for researchers animal control officers, humane societies,
alternate delivery sites as prov1ded_ in 18VACT10-20-275, emergency medical services agencies
stocking only intravenous ﬂulds with no added drug, and teaching institutions possessing only
Schedule VI drug. -

18VAC110-20-720. Requirements for recordkeeping,

18VAC110-20-725. Repackaging by a CSB, BHA, or PACE site.
18VAC110-20-726. Criteria for approval of repackaging training programs,
18VAC110-20-727. Pharmacists repackaging for clients of a CSB, BHA or PACE.

18VAC110-20-728. Drugs for immediate treatment in crisis stabilization units.




18VAC110-20-730. Requirements for practitioner of medicine or osteopathy in free clinics.




p\‘\\o_c}«cwlﬁ\' S

Project 5047 - none

BOARD OF PHARMACY

Drug destruction in correctional facilities

18VAC110-20-590. Drugs in correctional facilities.
A. All prescription drugs at any correctional facility shall be subject to the following conditions:

1. Notwithstanding the allowances in subsections B, C, and D of this section, prescription

drugs shall be obtained only on an individual prescription basis.

2. All prepared drugs shall be maintained in a suitable locked storage area with only the

person responsible for administering the drugs having access.

3. Complete and accurate records shall be maintained of all drugs received, administered

and discontinued. The administration record shall show the:
a. Patient name;
b. Drug name and strength;
¢. Number of dosage units received;
d. Prescriber's name; and
e. Date, time and signature of the person administering the individual dose of drug.

4. All unused or discontinued drugs shall be sealed and the amount in the container at the
time of the sealing shall be recorded on the drug administration record. Sueh Schedule VI
drugs shall be returned to the provider pharmacy or to a secondary pharmacy along with
the drug administration record, a copy of the drug administration record, or other form

showing substantially the same information, within 30 days of discontinuance.




a. The provider or secondary pharmacy shall conduct random audits of returned drug

administration records for accountability.

b. The drug administration records shall be filed in chronological order by the provider
or secondary pharmacy and maintained for a period of one year or, at the option of the

facility, the records may be returned by the pharmacy to the facility.

c. Drugs may be returned to pharmacy stock in compliance with the provisions of

18VAC110-20-400.

d. Other drugs shali be disposed of or destroyed by the provider pharmacy in

accordance with local, state, and federal regulations.

correctional-fasiity-to-a—returns—company-after After performing the audit required by

subdivision 4 a of this subsection and ensuring the proper maintenance of the

administration records, drugs in Schedules 1 through V shall be destroyed at the site of

the correctional facility using a method of destruction which renders the drug

unrecoverable.

a. The destruction shall be performed by a nurse, pharmacist, or physicians and

witnessed by the nurse supervisor, a pharmacist. or physician.

b. Destruction of drugs shall occur within 30 days of discontinuance.

c. A complete and accurate record of the drugs destroyed shall be made. The original

of the record of destruction shall be signed and dated by the persons witnessing the

destruction and maintained at the correctional facility for a period of two years. A copy

of the destruction record shall be maintained at the provider pharmacy for a period of

two years,




B. Emergency and stat-drug box. An emergency box and a stat-drug box may be prepared for
a correctional facility served by the pharmacy pursuant to 18VAC110-20-540 and 18VAC110-20-
550 provided that the facility employs one or more full-time physicians, registered nurses, licensed

practical nurses, or physician assistants.

C. A correctional facility may maintain a stock of intravenous fluids, irrigation fluids, sterile
water, and sterile saline to be accessed only by those persons licensed to administer drugs and
shall be administered only by such persons pursuant to a valid prescription or lawful order of a
prescriber. Such stock shall be limited to a listing to be determined by the provider pharmacist in

consuiltation with the medical and nursing staff of the institution.

D. Except for drugs in an emergency box, stat-drug box, or a stock of intravenous fluids,
irrigation fluids, sterile water, and sterile saline, prescription drugs, including but not limited to
vaccines, may be floor-stocked only at a medical clinic or surgery center that is part of a
correctional facility and that is staffed by one or more prescribers during the hours of operation,
provided the clinic first obtains a controlled substances registration and complies with the

requirements of 18VAC110-20-690, 18VAC110-20-700, 18VAC110-20-710, and 18VAC110-20-

720.




DRAFT

VIRGINIA BOARD OF PHARMACY
SPECIAL CONFERENCE COMMITTEE MINUTES

Wednesday, March 8, 2017

Commonwealth Conference Center

Second Floor
Board Room 1

Department of Health Professions
Perimeter Center

9960 Mayland Drive

Henrico, Virginia 23233

CALL TO ORDER:

PRESIDING:

MEMBERS PRESENT:

STAFT PRESENT:

Ryan Hypes
Registration Number 0230-027774

Decision:

Gihan William Seraka
License Number 0202-204419

Closed Meeting:

A meeting of the Special Conference Committee of
the Board of Pharmacy was called to order at 9:00
a.m.

Michael Elliott, Committee Chair
Jodi Allen, Committee Member

Anne G. Joseph, Acting Deputy Executive Director
Mykl D. Egan, DHP Adjudication Specialist

Beth O’Halloran, Individual Licensing Manager
Kennia Butler, Discipline Staff

Ryan Hypes did not appear to discuss allegations that
he may have violated certain laws and regulations
governing the practice of pharmacy technicians as
stated in the Notice of February 7, 2017.

Upon a motion by Ms. Allen, and duly seconded by
Mr. Elliott, the Committee unanimously voted to
refer the matter to the full Board for a formal
administrative hearing, and to offer Mr. Hypes a
Consent Order for the suspension of his pharmacy
technician registration in lieu of a formal hearing,

Gihan William Seraka appeared to discuss allegations
that she may have violated certain laws governing the
practice of pharmacy as stated in the February 7,
2017 Notice,

Upon a motion by Ms. Allen, and duly seconded by
Mr. Elliott, the Committee unanimously voted to
convene a closed meeting pursuant to Virginia Code
§ 2.2-3711(AX27) for the purpose of deliberation to
reach a decision in the matter of Gihan William




Virginia Board of Pharmacy Minutes
Special Conference Committee
March 8, 2017

Reconvene:

Decision;

ADJOURN:

Page 2

Seraka. Additionally, she moved that Anne G.
Joseph, Mykl D. Egan, Beth O’Halloran, and Kennia
Butler 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 Ms. Allen, and duly seconded by
Mr. Elliott, the Committee unanimously voted to
issue an Order reprimanding Ms. Seraka and placing
her on indefinite probation for not less than 24
months under certain terms and conditions.

As provided by law, this decision shall become a final
Order 30 days after service of such Order on Ms.
Seraka, unless Ms. Seraka makes a written request to
the Board within such time for a formal hearing on
the allegations made against her. If service of the
Order is made by mail, three days shall be added to
that period.

Upon such timely request for a formal hearing, the
decision of this Special Conference Committee shall
be vacated.

With all business concluded, the meeting adjourned at
12:45 p.m.

Michael Elliott, Chair

Anne G. Joseph
Acting Deputy Executive Director

Date

Date




Agenda Item:

[18 VAC 110 - 20]

Regulations Governing the Practice of
Pharmacy

Promulgation of Chapters 16 and 25 [Action 4538]

Regulatory Actions - Chart of Regulatory Actions

Pericdic review result of Chapters 20 énd 50

NOIRA - Regisler Date: 7/11/16

{[18 VAC 110 - 20]

[18 VAC 110 - 20]

Regulations Governing the Practice of
Pharmacy

Regulations Governing the Practice of

Pharmacy

Board to adopt proposed regulations 3/21
- Qutsourcing faciiities [Action 4452)
" Proposed - Register Date: 10/31/16

Response to petitions for rulemaking [Action 4694)

NOIRA - Register Date: 11/28/16

Board to adopt final regulations 3/21

[18 VAC 110 - 20]

Regulations Governing the Practice of
Pharmacy

| Board to adopt final regulations 3/21

Prohibition against incentives o transfer
prescriptions [Action 4186}

Proposed - Register Date: 12/12/16

'[18 VAC 110 - 20

[18 VAC 110 - 20} |

Regulations Governing the Practice of
Pharmacy

: Regulations Governing the Practice of
Pharmacy

- Fast-Track - Register Date: 3/20/17
| Effective date. 5/5/17

CE credit for voilunteer practice [Action 4747]

Addressing hours of continuous work by

pharmacists [Action 3755]

Final - Register Date: 1/9/17
Effective date: 2/8/17

{18 VAC 110 - 20]

Regulations Governing the Practice of
Pharmacy

T

Séheduling of chemicals in Schedule [ [Action

4746]

Final - Register Date. 1/23/17
Effective date: 2/22/17

[18 VAC 110 - 30}
i Healing Arts o Sell Controlled
- Substances

{18 VAC 110 - 50]

Regulations for Practitioners of the

' Permits for facilities [Action 4451]

- Proposed - Register Date: 10/17/16
. Board to adopt final regulations 3/21

Regulations Governing Wholesale

Distributors, Manufacturers and
Warehousers

Permitting of third party logistics providers and
registration of nonresident manufacturers [Action
4578]

Fast-Track - At Governor's Office |

118 VAC 110 - 60]

Reguiations Governing Pharmaceutical
Processors

New regulations [Action 4695]

Emergency/NOIRA - Board to reconsider
regulations at June board meeting




Board of Pharmacy

Report of the 2017 General Assembly
HB 1497 Ophthalmic prescriptions; definitions, who may provide prescriptions, requirements.
Chief patron: Farrell

Requirements for ophthalmic prescriptions. Requires, for ophthalmic prescriptions written on or after
July 1, 2017, that an ophthalmologist or optometrist establish a bona fide provider-patient refationship
with a patient prior to prescribing spectacles, eyeglasses, lenses. or contact lenses, and sets oul
requirements for establishing such relationship, which includes options for examination of the patient
cither in person or through face-to-face interactive, two-way, real-time communication or store-and-
forward technologies. This bill is identical to SB 1321,

HB 1610 Drug Control Act; Schedule L
Chief patron: Garrett

Drug Control Act; Schedule 1. Adds cenain chemical substances to Schedule I of the Drug Control Act.
The Board of Pharmacy has added these substances to Schedule I in an expedited regulatory process. A
substance added via this process is removed from the schedule after 18 months unless a general law is
enacted adding the substance to the schedule. The bill also removes two substances, benzylfentany! and
thienylfentanyl, from Schedule I. The bill contains technical amendments. This bill is identical to SB

1546.
HB 1642 Naloxone or other opioid antagonist; possession and administration.

Chief patron: Hope

Possession and administration of naloxone. Adds employees of the Department of Forensic Science,
employees of the Office of the Chiet Medical Examiner, and employees of the Department of General
Services Division of Consolidated Laboratory Services to the list of individuals who may possess and
administer naloxone or other opioid antagonist, provided that they have completed a training program.
The bill contains an emergency clause. This bill is identical to SB 1031,

EMERGENCY
HB 1661 Administration of medications to treat adrenal ¢crisis,
Chief patron: Greason

Administration of medications to treat adrenal crisis. Provides that a prescriber may authorize an
employee of (i) a school board, (ii) a school for students with disabilities, or (iii) an accredited private
school who is trained in the administration of injected medications for the treatment of adrenal crisis
resulting from a condition causing adrenal insufficiency to administer such medications to a student
diagnosed with a condition causing adrenal insufficiency when the student is believed to be experiencing
or about to experience an adrenal crisis pursuant to a written order or standing protocol issued within the
course of the prescriber's professional practice and with the consent of the student's parents. The bill




provides that any such authorized employee who administers or assists in the administration of such
medications to a student diagnosed with a condition causing adrenal insufficiency when the student is
believed to be experiencing or about to experience an adrenal crisis in accordance with the prescriber's
instructions shall not be liable for any civil damages Tor ordinary negligence in acts or omissions resulting
from the rendering of such treatment.

HB 1750 Dispensing of naloxone; patient-specific order not required.
Chief patron: O'Bannon

Dispensing of naloxone; patient-specific order not required. Provides that a pharmacist may dispense
naloxone in the absence of a patient-specific prescription pursuant to a standing order issued by the
Commissioner of Health authorizing the dispensing of naloxone or other opioid antagonist used for
overdose reversal in the absence of an oral or written order for a specific patient issued by a prescriber
and in accordance with protocols developed by the Board of Pharmacy in consultation with the Board of
Medicine and the Department of Health,

HB 2046 Unused dispensed drugs; guidelines for provision of counseling ard information on proper
disposal.

Chief patron. Murphy

Prescription drug orders; information on proper disposal. Requires the Board of Pharmacy to develop
guidelines for the provision of counseling and information regarding proper disposal of unused dispensed
drugs, including information about pharmacy drug disposal programs in which the pharmacy may
participate. by pharmacists to patients for whom a prescription is dispensed.

HB 2161 Opioids; workgroup to establish guidelines for prescribing.
Chief patron: Pillion

Secretary of Health and Human Resources; workgroup to establish educational guidelines for
training health care providers in the safe prescribing and appropriate use of opioids. Requires the
Secretary of Health and Human Resources to convene a workgroup that shall include representatives of
the Departments of Behavioral Health and Developmental Services, Health, and Health Professions as
well as representatives of the State Council of Migher Education for Virginia and each of the
Commonwealth's medical schools, dental schools, schools of pharmacy, physician assistant education
programs, and nursing education programs to develop educational standards and curricula for training
health care providers, including physicians, dentists, optometrists, pharmacists, physician assistants, and
nurses, in the safe and appropriate use of opioids to treat pain while minimizing the risk of addiction and
substance abuse. The workgroup shall report its progress and the outcomes of its activitics to the
Governor and the General Assembly by December 1, 2017. The bill contains an emergency clause. This
bill is identical to SB 1179,

EMERGENCY
HB 2163 Buprenorphine without naloxone; prescription limitation.

Chief patron: Pillion




Prescription of buprenorphine without naloxone; limitation. Provides that prescriptions for products
containing buprenorphine without naloxone shall be issued only (i) for patients who are pregnant, (ii)
when converting a patient from methadone to buprenorphine containing naloxone for a period not to
exceed seven days, or (iii) as permitted by regulations of the Board of Medicine or the Board of Nursing.
The bill contains an emergency clause and has an expiration date of July 1, 2022. This bill is identical 1o
SB 1178,

EMERGENCY

HB 2164 Drugs of concern; drug of concern.

Chief patron: Pillion

Drugs of concern; gabapentin. Adds any material, compound, mixture, or preparation containing any
quantity of gabapentin, including any of its salts, to the list of drugs of concern. This bill contains an
emergency clause.

EMERGENCY

HB 2167 Opioids and buprenorphine;: Boards of Dentistry and Medicine to adopt regulations for
prescribing.

Chief patron. Pillion

Boards of Dentistry and Medicine; regulations for the prescribing of opioids and buprenorphine.
Directs the Boards of Dentistry and Medicine to adopt regulations for the prescribing of opiotds and
products containing buprenorphine. The bill requires the Prescription Monitoring Program at the
Department of Health Professions to provide an annual report to the Joint Commission on Health Care on
the prescribing of opioids and benzodiazepines in the Commonwealth. The bill contains an emergency
clause,

EMERGENCY
HB 2470 Drug Control Act; Schedule IT and Schedule V.
Chief patron: Jones

Drug Control Act; Schedule II and Schedule V. Adds thiafentanil to Schedule I of the Drug Control
Act and Brivaracetam to Schedule V of the Drug Control Act.

SB 848 Naloxone; dispensing for use in opioid overdose reversal, etec.

Chief parron. Wexton

Dispensing of naloxone. Alows a person who is authorized by the Department of Behavioral Health and
Developmental Services to train individuals on the administration of naloxone for use in opicid overdose
reversat and who is acting on behalf of an organization that provides services to individuals at risk of
experiencing opioid overdose or training in the administration of naloxone for overdose reversal and that
has obtained a controlled substances registration from the Board of Pharmacy pursuant to § 54.1-3423 to




dispense naloxone to a person who has completed a training program on the administration of naloxone
for opioid overdose reversal, provided that such dispensing is (i) pursuant to a standing order issued by a
prescriber, (ii) in accordance with protocols developed by the Board of Pharmacy in consultation with the
Beard of Medicine and the Department of Health, and (iii) without charge or compensation. The bill also
provides that dispensing may occur at a site other than that of the controlled substance registration,
provided that the entity possessing the controlled substance registration maintains records in accordance
with regulations of the Board of Pharmacy. The bill further provides that a person who dispenses
naloxone shall not be liable for civil damages of ordinary negligence for acts or omissions resulting from
the rendering of such treatment if he acts in pood faith and that a person to whom naloxone has been
dispensed pursuant to the provisions of the bill may possess naloxone and may administer naloxone to a
person who is believed to be experiencing or about to experience a life-threatening opicid overdose. The
bill contains an emergency clause. This bill is identical to HB 1453,

EMERGENCY
SB 981 Charity health care services; liability protection for administrators.
Chief pairon: Stanley

Charity health care services; liability protection for administrators. Provides that persons who
administer, organize, arrange, or promote the rendering of services to patients of certain clinics shall not
be hable 1o patients of such clinics for any civil damages for any act or omission resulting from the
rendering of such services unless the act or omission was the result of such persons’ or the ¢linic's gross
negligence or willful misconduct. This bill is identical to HB 1748,

SB 1009 Telemedicine, practice of; prescribing controlled substances.
Chief patron: Dunnavant

Practice of telemedicine; prescribing. Provides that a health care practitioner who performs or has
performed an appropriate examination of the patient, either physically or by the use of instrumentation
and diagnostic equipment. for the purpose of establishing a bona fide practitioner-patient relationship may
prescribe Schedule 11 through VI controlled substances to the patient, provided that the prescribing of
such controlled substance is in compliance with federal requirements for the practice of telemedicine. The
bill also authorizes the Board of Pharmacy to register an entity at which a patient is treated by the use of
instrumentation and diaghostic equipment for the purpose of establishing a bona fide practitioner-patient
relationship and is prescribed Schedule II through VI controlled substances to possess and administer
Schedule I through Vi controlled substances when such prescribing is in compliance with federal
requirements for the practice of telemedicine and the patient is not in the physical presence of a
practitioner registered with the U.S. Drug Enforcement Administration. The bill contains an emergency
clause. This bill is tdentical to HB 1767

EMERGENCY

SB 1027 Cannabidiol oil and THC-A oil; permitting of pharmaceatical processors to manufactare
and provide.

Chief patron. Marsden




Cannabidiol oil and THC-A eil; permitting of pharmaceutical processors to manufacture and
provide. Authorizes a pharmaceutical processor, after obtaining a permit from the Board of Pharmacy
(the Board} and under the supervision of a licensed pharmacist. to manufacture and provide cannabidiol
oil and THC-A oil to be used for the treatment of intractable epilepsy. The bill sets limits on the number
of permits that the Board may issue and requires that the Board adopt regulations establishing health,
safety, and security requirements for permitted processors, The bill provides that only a licensed
practitioner of medicine or osteopathy who is a neurologist or who specializes in the treatment of epilepsy
may issue a written certification to a patient for the use of cannabidiol oil or THC-A oil. The bill also
requires that a practitioner who issues a written certification for cannabidiol oil or THC-A oil, the patient
issued such certification, and, if the patient is a minor or incapacitated, the patient's parent or legal
guardian register with the Board. The bill requires further that a pharmaceutical processor shall not
provide cannabidiol oil or THC-A oil to a patient or a patient's parent or legal guardian without first
verifying that the patient, the patient's parent or legal guardian if the patient is a minor or incapacitated,
and the practitioner who issued the written certification have registered with the Board. Finally, the bill
provides an affirmative defense for agents and employees of pharmaceutical processors in a prosecution
for the manufacture, possession, or distribution of marijuana. The bill contains an emergency clause.

EMERGENCY
SB 1230 Opiate prescriptions; electronic prescriptions.
Chief patron: Dunnavant

Opiate prescriptions; electronic prescriptions. Requires a prescription for any controlled substance
containing an opiate to be issued as an electronic prescription and prohibits a pharmacist from dispensing
a controlled substance that contains an opiate unless the prescription is issued as an electronic
prescription, beginning July 1, 2020. The bill defines electronic prescription as a written prescription that
1s generated on an electronic application in accordance with federal regulations and is transmitted to a
pharmacy as an electronic data file. The bill requires the Secretary of Health and Human Resources to
convene a work group of interested stakcholders 1o review actions necessary for the implementation of
the bill's provisions, 10 evaluate hardships on prescribers and the inability of prescribers to comply with
the deadline for electronic prescribing, and to make recommendations for any extension or exemption
processes relative to compliance or distuptions due to natural or manmade disasters or technology gaps,
failures, or interruptions of services. The work group shall report on the work group's progress to the
Chairmen of the House Committee on Health, Welfare and Institutions and the Senate Committee on
Education and Health by November 1, 2017, and a final report to such Chairmen by November 1, 2018.

SB 1232 Opioids; limit on amount prescribed, extends sunset provision.

Chief patron: Dunnavant

Limits on prescription of controlled substances containing opioids. Requires a prescriber registered
with the Prescription Monitoring Program (the Program} to request information about a patient from the
Program upon initiating a new course of treatment that includes the prescribing of opioids anticipated, at
the onset of treatment, to last more than seven consecutive days and exempts the prescriber from this
requirement if the opioid is prescribed as part of treatment for a surgical or invasive procedure and such
prescription is for no more than 14 consecutive days. Current law requires a registered prescriber to
request information about a patient from the Program upon initiating a new course of treatment that
tncludes the prescribing of opioids anticipated, at the onset of treatment, to last more than 14 consecutive
days and exempts the prescriber from this requirement if the opioid is prescribed as part of a course of




treatment for a surgical or invasive procedure and such prescription is not refillable. The bill extends the
sunset for this requirement from July 1, 2019, to July 1, 2022.

SB 1403 Cannabidiol; Board of Pharmacy to deschedule or reschedule upon certain publication.
Chief patron: Dunnavant

Board of Pharmacy to deschedule or reschedule controlled substances. Authorizes the Board of
Pharmacy (Board) to designate, deschedule. or reschedule as a controlled substance any substance 30
days after publication in the Federal Register of a final or interim final order or rule designating such
substance as a controlled substance or descheduling or rescheduling such substance. Under current law,
the Board may act 120 days from such publication date. The bill also provides that a person is immune
from prosecution for prescribing, administering, dispensing, or possessing pursuant to a valid prescription
a substance approved as a prescription drug by the U.S. Foed and Drug Administration on or after July 1,
2017, in accordance with a final or interim final order or rule despite the fact that such substance has not
been scheduled by the Board. The immunity provided by the bill remains in effect until the earlier of (i)
nine months from the date of the publication of the interim final order or rule or, if published within nine
months of the interim final order or rule, the final order or rule or (ii) the substance is scheduled by the
Board or by law. This bill is identical to HB 1799,

SB 1484 Prescription Menitoring Program; disclosure of information to certain physicians or
pharmacists.

Chief patron: Hanger

Prescription Monitoring Program. Provides that the information in the possession of the Prescription
Monitoring Program disclosed by the Director of Health Professions about a specific recipient who is a
member of a Virginia Medicaid managed care program to a physician or pharmacist employed by the
Virginia Medicaid managed care program may be disclosed to such physician's or pharmacist's clinical
designee who holds a multistate licensure privilege to practice nursing or a license issued by a health
regulatory board within the Department of Health Professions and is employed by the Virginia Medicaid
managed care program,
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Part 1. General Provisions.

18VACS85-21-10. Applicability.

A, This chapter shall apply to doctors of medicine, osteopathic medicine. and podiatry and to
physician assistants,

B. This chapter shall not apply to:

1. The treatment of acute or chronic pain related to cancer. a patient in hospice care or a patient in
palligtive care;

2. The treatment of acute or chronic pain during an inpatient hospital admission. in a nursing home
or an assisted living facility that uses a sole source pharmacyv: or

3. A patient enrolled in a clinical trial as authorized by state or federal law.

18VAC85-21-20. Definitions.

The following words and terms when used in this chapter shall have the following meanings unless
the context clearly indicates otherwise:

“Acute pain” shall mean pain that occurs within the normal course of a disease or condition or as
the result of surgery for which controlled substances may be prescribed for no more than three
months.

"Board” shall mean the Vireinia Board of Medicine.,

“Chronic pain” shall mean non-malignant pain that goes bevond the normal course of a disease or
condition for which controlled substances may be prescribed for a period greater than three months.

“Controlled substance” shall mean drugs listed in The Drug Control Act of the Code of Virginia in
Schedules 1 through 1V,

“FDA™ shall mean the U. S. Food and Drug Administration.

“MMLE™ shall mean morphine milligram equivalent,

“Prescription Monitoring Program” shall mean the electronic system within the Department of
Health Professions that monitors the dispensing of certain controlled substances.

Part 1}. Management of Acute Pain

18VACE5-21-30. Evaluation of the acute pain patient.




A. Non-pharmacologic and non-opioid treatment for pain shall be given consideration prior 1o
treatment with opioids. 1f an opioid is considered necessary for the treatment of acute pain, the
practitioner shall give a short-acting opioid in the lowest effective dose for the fewest possible davs.

B. Prior to inttiating treatment with a controlled substance containing an opioid for a complaint of
acute pain, the prescriber shall perform a history and physical examination appropriate to the
complaint. query the Prescription Monitoring Program as set forth in § 54.1-2522 . 1of the Code ol
Virginia and conduct an assessment of the patient’s history and risk of substance abuse.,

18VAC85-21-40), Treatment of acute pain with opioids.

A. Initiation of opioid treatment for patients with acute pain shall be with short-acting opioids.

1. A prescriber providing treatment for acute pain shall not prescribe a controlled substance
containing an opioid in a quantity that exceeds a seven-day supply as determined by the
manufacturer’s directions for use, unless extenuating circumstances are clearly documented in the
medical record. This shall also apply 1o prescriptions of a controlled substance containing an opioid
upon discharge from an emergency department.

2. An opioid prescribed as part of treatment for a surgical procedure shall be for no more than 14
consecutive days in accordance with manufacturer’s direction and within the immediate
pertoperative period, unless exienuating circumstances are clearly documented in the medical
record.

B. Initiation of opioid treatment for all patients shall include the following:

1. The practitioner shall carefully consider and document in the medical record the reasons o
exceed 50 MMLE/day.

2. Prior to exceeding 120 MME/day, the practitioner shall document in the medical record the
reasonable justification {or such doses or refer 10 or consult with a pain management specialist,

3. Naloxone shall be prescribed for any patient when risk factors of prior overdose, substance abuse.,
doses in excess of 120 MMIE/day, or concomitant benzodiazepine is present.

C. Due to a higher risk of fatal overdose when opioids are prescribed with benzodiazepines.
sedative hypnotics. carisoprodel. and tramadol. the prescriber shall only co-prescribe these
substances when there are extenuating circumstances and shall document in the medical record a
tapering plan to achieve the lowest possible effective doses if these medications are prescribed.

D. Buprenorphine is not indicated for acute pain in the outpatient setting, except when a waivered
buprenorphine prescriber is treating pain in a patient whose primary diagnosis is the disease of
addiction,

I8VACS85-21-50. Medical records for acute pain.

The medical record shall include a description of the pain. a presumptive diagnosis for the origin of
the pain, an examination appropriate to the complaint, a treatment plan and the medication
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prescribed or administered to_include the date. type. dosage, and guantity prescribed or
administered,

Part 111, Management of Chronic Pain.

I8VAC85-21-60. Evaluation of the chronic pain patient.

A. Prior to initiating management of chronic pain with a controlled substance containing an opioid,
a medical history and physical examination. to include a mental siatus examination. shall be
performed and documented in the medical record. including:

1. The nature and intensity of the pain:

2. Current and past treatments for pain:

. Underlying or coexisting diseases or conditions:

('S}

4. The effect of the pain on physical and psvehological function. guality of life and activities of
datly living;

5. Psychiatric, addiction and substance abuse history of the patient and any family history of
addiction or subsiance abuse:

6. A urine drug screen or serum medication level:

7. A query the Prescription Monitoring Program as set forth in § 54.1-2522 of the Code of Virginia:

8. An assessment of the patient’s history and risk of substance abuse: and

9. A request {or prior applicable records.

B. Prior to initiating opioid treatment for chronic pain. the practitioner shall discuss with the patient
the known risks and benefits of opioid therapy and the responsibilities of the patient during
treatment to include securely storing the drug and properly disposing of anv unwanted or unused
drugs. The practitioner shall also discuss with the patient an exit strategy for the discontinuation of
opioids in the event they are not effective.

18VACS85-21-70. Treatment of chronic pain with opioids.

A. Non-pharmacologic and non-opioid treatment for pain shall be given consideration prior to
treatment with opioids.

B. In initiating and treating with an opioid. the practitioner shall:

1. Carefully consider and document in the medical record the reasons to exceed 50 MME/dav:

2. Prior 1o exceeding 120 MMFE/day, the practitioner shall document in the medical record the
reasonable justification for such doses and refer to or consult with a pain management specialist.
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3, Prescribe naloxone for any patient when risk factors of prior overdose. substance abuse. doses in
excess of 120 MMIE/day, or concomitant benzodiazepine is present; and

4. Document the rationale to continue opioid therapy every three months.

C. Buprenorphine may be prescribed or administered for chronic pain in formulation and dosages
that are FDA-approved for that purpose.

D. Due to a higher risk of fatal overdose when opioids, including buprenorphine, are given with
other opioids, benzodiazepines, sedative hypnotics, carisoprodol, and tramadol, the prescriber shall
only co-prescribe these substances when there are extenuating circumstances and shall document in
the medical record a tapering plan to achieve the lowest possible effective doses of these
medications if prescribed.

L. ‘The practitioner shall regularly _evaluate for opioid use disorder and shall initiate specific
treatment_for opioid use disorder, consult with an appropriate healthcare provider, or refer the
patien! {or evaluation and treatment if indicated.

18VACE5-21-80. Treatment plan for chronic pain.

A. The medical record shall include a treatment plan that states measures to be used to determine
progress in treatment. including but not limited to pain relief and improved physical and
psychosocial function, quality of life. and daily activities.

B. The treatment plan shall include further diagnostic evaluations and other treatment modalities or
rehabilitation that may be necessary depending on the etiology of the pain and the extent to which
the pain i3 associated with physical and psychosocial impairment.

C._The prescriber shall document in the medical records the presence or absence of anv indicators
for medication misuse, abuse or diversion and shall take appropriate action.

I8VACS5-21-90. Informed consent and agreement for treatment for chronic pain.

A. The prescriber shall document in the medical record informed consent, to include risks. benefits
and alternative approaches. prior to the initiation of opioids for chronic pain.

B. There shall be a written treatment agreement, signed bv the patient. in the medical record that
addresses the parameters of treatment, including those behaviors which will result in referral to a
higher [evel of care, cessation of treatment. or dismissal from care.

C. The treatment apreement shall include, but not be limited to permission for the practitioner to:

1. Obtain urine drug screens or serum medication levels, when requested:

2. Query and receive reports from the Prescription Monitoring Program: and

3. Consult with other prescribers or dispensing pharmacists for the patient.




D. Expected outcomes shall be documented in the medical record including improvement in pain
reliet and function or simply 1n pain reliel. Limitations and side effects of chronic opioid therapy
shall be documented in the medical record,

ISVACS5-21-100. Opioid therapy for chrenic pain,

A. The prescriber shall review the course of pain treatment and anv new information about the
ctiology of the pain and the patient’s state of health at least every three months.

B. Continuation of treatment with opioids shall be supported by decumentation of continued benefit
from_such prescribing. I the patient’s prosress Is unsatisiactory, the prescriber shall assess the
appropriateness of continued use of the current treatment plan and consider the use of other
therapeutic modalities.

C. Practitioners shall check the Prescription Monitoring Program at least every three months after
the initiation of treatment.

D, Practitioner shall order and review a urine drug screen or serum medication levels at the
initiation of chronic pain management and at least every three months for the first yvear of treatment
and at least every six months therealter,

k. The practitioner shall regularly evaluate for opioid use disorder and shall initiate specific
treatment_for opioid use disorder, consult with an appropriate healthcare provider. or refer the
patient for evaluation for treatment if indicated.

18VAC8S5-21-110. Additional consultations,

A. When necessary 1o achieve treatment goals, the prescriber shall refer the patient for additional
evaluation and treatment.

B. When a prescriber makes the diagnosis of opioid use disorder. treatment for opioid use disorder
shall be initiated or the patient shall be referred for evaluation and treatment.

18VACS85-21-120. Medical records for chronic pain,

A. The prescriber shall keep current, accurate and complete records in an accessible manner readily
available for review to Include:

1. The medical history and physical examination:

2. Past medical history;

3. Applicable records from prior treatment providers and/or any documentation of atlempts to
obtain;

4. Diagnostic, therapeutic and laboratory resulis;

5. Evaluations and consultations:




6. Treatiment goals:

7. Discussion of risks and benefits:

8, Informed consent and asreement for treatment:

9. Treatments:

10. Medications (including date, tvpe, dosage and quantity prescribed and refills).

11, Patient instructions: and

12. Periodic reviews,

Part 1V, Prescribing of Buprenorphine for Addiction Treatment.

18VACS5-21-130, General provisions pertaining to prescribing of buprenorphine for
addiction treatment,

A. Prescribers engaged in office-based opioid addiction treatment with buprenorphine shall have
obtained a waiver from the Substance Abuse Mental Health Services Administration and the
appropriate Drug Enforcement Administration registration.

B. Prescribers shall abide by all federal and state laws and regulations governing the prescribing of
buprenorphine for the treatment of opioid use disorder.

C. Physician asgistants and nurse practitioners, who have obtained a waiver from the Substance
Abuse Mental Health Services Administration, shall only prescribe buprenorphine for opioid
addiction pursuant 10 a practice agreement with a waivered doctor of medicine or doctor of
osteopathic medicine.

D. Practitioners engaged in medication-assisted treatment shall refer the patient to a mental health
service provider as defined in § 54.1-2400.1 of the Code of Virginia for counseling or provide
counseling in their practice and document such in the medical record.

18VACS85-21-140. Patient assessment and treatment planning for addiction treatment.

A. A practitioner shall perform and document an assessment that includes a comprehensive medical
and psychiatric_history. substance abuse history, family history _and psychosocial supports,
appropriate physical examination, urine drug screen, pregnancy test for women of childbearing age
and_ability, a check of the Prescription Monitoring Prosram. and, when clinically indicated.
intectious disease testing for HIV. Hepatitis B. Hepatitis C and TB.

B. The treatment plan shall include the practitioner’s rationale for selectine medication assisted
treatment, patient education, written informed consent, how counseling will be accomplished. and a
signed treatment agreement that outlines the responsibilities of the patient and the prescriber.

I18VAC85-21-150, Treatment with buprenorphine for addiction treatment.
]




A. Buprenorphine without naloxone (buprenorphine mono-product) shall not be prescribed except:

1. When a patient 1s pregnant:

2. When converting a patient from methadone or buprenorphine mono-product 1o
buprenorphine ¢ontaining naloxone for a period not to exceed seven days: or

3. In formulations other than tablet form for indications approved by the FDA.

B. Buprenorphine mono-product tablets may be administered directly to patients in federally
licensed opioid treatment programs (QTPs). With the exception of those conditions listed in
subsection A. only the buprenorphine product containing naloxone shall be prescribed or dispensed
for use offsite from the program.

C. The evidence tor the decision to use buprenorphine mono-product shall be fully documented in
the medical record.

D. Due to a higher risk of fatal overdose when buprenorphine is prescribed with other opioids.,
benzodiazepines, sedative hypnotics, carisoprodol. and tramadol. the prescriber shall onlv co-
prescribe these substances when there are extenuating circumstances and shall document in the
medical record a tapering plan 1o achieve the lowest possible effective doses if these medications

are prescribed.

L2, Prior to starting medication-assisted treatment, the practitioner shall perform a check of the
Prescription Monitoring Program.

. During the induction phase, except for medically indicated circumstances as documented in the
medical record, patients should be started on no more than 8 mg. of buprenorphine per day, The
paticnt shall be seen by the prescriber at least once a week.

Q. During the stabilization phase, the prescriber shall increase the daily dosage of buprenorphine in
sale and effective increments to achieve the lowest dose that avoids intoxication, withdrawal. or
significant drug craving, ‘

H. Practitioners shall take steps to reduce the chances of buprenorphine diversion by using the
lowest eftective dose. appropriate {requency of office visits, pill counts, and checks of the
Prescription Monitoring Program. The practitioner shall also require urine drug screens or serum
medication levels at least every three months for the first vear of treatment and at Jeast every six
months thereafter.

I, Documentation of the rationale for prescribed doses exceeding 16 mg. of buprenorphine per day
shall be placed in the medical record. Dosages exceeding 24 mg. of buprenorphine per dav shall not

be prescribed.

J. The practitioner shall incorporate relapse prevention strategies into counseling or assure that they
are addressed by a mental health service provider as defined in § 54.1-2400.1 of the Code of
Virginia,




18VACS5-21-160. Special populations in addiction treatment.

A. Pregnant women shall be treated with the buprenorphine mono-product, usually 16 me. per day
or less,

B. Patients under the age of 16 vears shall not be prescribed buprenorphine for addiction treatment
unless such treatment is approved by the FDA.

C._The progress of patients with chronic pain shall be assessed bv reduction of pain and functional
objectives which can be identified, guantified and independently verified.

D. Practitioners _shall evaluate patients with medical comorbiditics by historv, physical exam.
appropriate laboratory studies, and be aware of interactions of buprenorphine with other prescribed
medicatons.

k. Practitioners shall not undertake buprenorphine treatment with a patient who has psvchiatric
comorbidities and that is not stable. A patient who is determined by the prescriber to be
psychiatrically unstable shall be referred for psychiatric evaluation and treatment prior to initiating
medication-assisted treatment.

18VAC85-21-170. Medical records for opioid addiction treatment.

A. Records shall be timely, accurate, legible. complete and readily accessible {or review.

3. The treatment agreement and informed consent shall be maintained in the medical record.

C. Confidentiality requirements of 42 CFR, Part 2 which prohibits release of medical records. re-
disclosure or other information without the patient’s consent or a court order. or in cases of a bona
fide medical emerpency, or in the mandatory reporting of child abuse, shall be followed.

D. Compliance with Board of Medicine Regulation 18VAC85-20-27. which prohibits willful or
negligent breach of confidentiality _or unauthorized disclosure of confidential Prescription
Meoenitoring Program information. shall be maintained.

10




Agenda Item: Regulatory Action — Adoption of Final Regulations

Scheduling Chemicals in Schedule I - Exempt action

Included in agenda package:
Copy of Notice of Public Hearing listing chemicals to be scheduled

Amendment to regulation: 18VAC110-20-322

Staff Note:
A public hearing was conducted before the meeting this morning.

Action is exempt from the provisions of the Administrative Process Act in
accordance with § 2.2-4006.

Board action:

Adoption of final regulation




Project 5057 - none

BOARD OF PHARMACY

Scheduling of chemicals

18VAC110-20-322, Placement of chemicals in Scheduie i.

A. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy

places the following in Schedule | of the Drug Control Act;
1. N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl]-butanamide  (other name: butyryl
fentanyl).
2. Flubromazolam.

3. 5-methoxy-N N-methylisopropyitryptamine (Other name: 5-MeO-MIPT).

4. Cannabimimetic agents:
a. N-(1-Amino-3, 3-dimethyl-1-oxobutan-2-yl)-1-[(4-fluorophenyl)methyl]- 1H-indazole-
3-carboxamide {(other name: ADB-FUBINACA);

b. Methyl 2-{1-[(4-fluorophenylmethyl]-1H-indazole-3-carboxamido]-3,3-

dimethylbutanoate {other name: MDMB-FUBINACA): and

c. Methyl 2-[1-(5-flucropentyl)-1H-indazole-3-carboxamido]-3, 3-dimethylbutancate

(other names: 5-fluoro-ADB, 5-Fluoro-MDMB-PINACA).
The ptacement of drugs listed in this subsection shall remain in effect until December 14,
2017, qniess enacted into law in the Drug Control Act.

B. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy

places the following in Schedule | of the Drug Control Act:




1. Beta-keto-N,N-dimethylbenzodioxolylbutanamine (other names: Dibutylone, bk-

DMBDB);

2. 1-(1,3-benzodioxol-5-yl}-2-(ethylamino)-1-pentanone (other name: N-ethylpentylone);
3. 1-[1-(3-methoxyphenylcyclohexyl]piperidine (other name: 3-methoxy PCP);

4. 1-{1-(4-methoxyphenyl)cyclohexyl]piperidine (other name: 4-methoxy PCP);

5. 4-Chloroethcathinone (other name: 4-CEC);

6. 3-Methoxy-2-(methylamino)-1-(4-methylphenyl)-1-propanone {other name:
Mexedrone),

7. 3.4-dichloro-N-[2-(dimethylamino)cyclohexyl]-N-methyl-benzamide (other name: U-
47700),

8. 3,4-dichloro-N-{[1-(dimethylamino)cyclohexyllmethyl}benzamide (other name: AH-
7921);

9. N-phenyl-N-[1-{2-phenylethyl)-4-piperidinyl]-pentanamide (other name: Pentanoyl
fentanyl);

10.  N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl]-2-furancarboxamide  (other name:;
Furany! fentanyl);

1. N-{3-fluorophenyl)-N-[1-(2-phenethyl)-4-piperidinyl}-propanamide (other name: 3-
fluorofentanyl);

12. Clonazolam; and

13. Cannabimimetic agents:

a. Methyl 2-({1-[(4-fluorophenyl)methyl]- 1H-indazole-3-carbonyl}amino)-3-

methylbutanoate (other names: AMB-FUBINACA, FUB-AMB);




b. N-(adamantan-1-yl)-1-{4-fluorobenzyl}-1H-indazole-3-carboxamide (other name:

FUB-AKB48),

¢. N-(adamantan-1-yl)-1-(5-fluoropenty!)-1H-indazole-3-carboxamide (other name:

SF-AKB48),

d. Naphthalen-1-yl 1-pentyl-1H-indazole-3-carboxylate (other name: SDB-005); and
e. N-{1-amino-3-methyl-1-oxobutan-2-yl)-1-(cyclohexylmethyl)indole-3-carboxamide
(other name: AB-CHMICA).

The placement of drugs listed in this subsection shall remain in effect until March 7, 2018,

unless enacted into law in the Drug Control Act.

C. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy

places the following in Schedule | of the Drug Control Act:
1. 1-propionyl tysergic acid diethylamide (other name: 1P-L.SD);
2. (2-Methylaminopropyhbenzofuran (other name: MAPB);
3. Ethyl phenyl(piperidin-2-yljacetate {other name: Ethylphenidate);
4. 2-(3-fluorophenyl)-3-methylmorpholine (other name: 3-flucrophenmetrazine); and

5. N-{4-fluoropheny!)-N-[1-(2-phenylethyi)-4-piperidinyl]-butanamide (other name: para-
fluorobutyrylfentanyl), its optical, positional, and geometric isomers, salts and salts of

isomers.

The placement of drugs listed in this subsection shall remain in effect until May 10, 2018,

unless enacted into law in the Drug Control Act.

D. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy

places the following in Schedule | of the Drug Control Act:




1. 1-(1.3-benzodioxol-5-yl)-2-(dimethylamino)-1-pentanone  (other names: N,N-

Dimethyipentylone, Dipentylone);

2. 4-chloro-alpha-Pyrrolidinovalerophenone (other name: 4-chloro-alpha-PVP);

3. 4-methyl-alpha-Pyrrolidinohexiophenone (other name: MPHP);

4. 4-fluoro-alpha-Pyrrolidinoheptiophenone (other name: 4-fluoro-PV8);

3. 1-(4-methoxyphenyl)-2-(pyrrolidin-1-yl)octan-1-one (other name: 4-methoxy-PV9):
6. 4-allyloxy-3,5-dimethoxyphenethylamine (other name: Allylescaline);

7. 4-methyl-alpha-ethylaminopentiophenone; and

8. N-(4-fluorophenyl)-2-methyl-N-[1-(2-phenylethyl-4-piperidinyl]-propanamide (other

name: para-fluoroischbutyryl fentanyl).

The placement of drugs listed in this subsection shall remain in effect until August 22, 2018,

uniess enacted into law in the Drug Control Act.

E. Pursuant to subsection D of § 54.1-3443 of the Code of Virginia, the Board of Pharmacy

places the foliowing in Scheduie | of the Drug Conirol Act:

1. B-ethyl-6-nor-lysergic acid diethylamide {other name: ETH-LAD). its optical. position.

and geometric isomers, salts and salts of isomers. whenever the existence of such salts,

isomers, and salts of isomers is possible within the specific chemical designation.

2. G-allyl-6-nor-lysergic acid diethylamide (other name: AL-LAD). its optical, position. and

geometric_isomers, salts and saits of isomers, whenever the existence of such salts.

isomers, and saits of isomers is possible within the specific chemical designation.

3. Synthetic opioids,

a. N-[1-[2-hydroxy-2-(2-thienylethyll-4-piperidinyl]-N-phenylpropanamide  (other

name: beta-hydroxythiofentanyl), its isomers, esters, ethers. salts. and salts of




isomers, esters, and ethers, unless specifically excepted, whenever the existence of

these isomers, esters, elhers and saits is possible within the specific chemical

designation.

b. N-(2-fluorophenyl-N-[1-{2-phenylethyl)-4-piperidinvli-propanamide (other names:

2-fluorofentanyl. ortho-fluorofentanyl}. its isomers, esters, ethers, salts, and salts of

isomers, esters. and ethers, unless specifically excepted, whenever the existence of

these isomers, esters, ethers and salts is possible within the specific chemical

designation.

c.N-phenvi-N-[1-(2-phenylethy)-4-piperidinyil-2-propenamide (other name: Acryl

fentanvyi), its isomers, esters, ethers, salts, and salts of isomers, esters, and ethers,

unless specifically excepted, whenever the existence of these isomers, esters, ethers

and salts is possible within the specific chemical designation.

4. Cannpabimimetic agents:

a. 1-pentyl-N-{phenylimethyi)-1H-indole-3-carboxamide {other name: SDB-006), its

salts, isomers, and salts of isomers whenever the existence of such salts, isomers,

and saits of isomers is possible within the specific chemical designation.

b. quinolin-8-yi 1-(4-fluorobenzyi)-1H-indole-3-carboxylate (other name: FUB-PB-22).

its salts, isomers, and salts of isomers whenever the existence of such salis,

isomers, and salts of isomers is possible within the specific chemical designation.

5. Benzodiazepine:

Flubromazepam, iis salts, isomers and salts of isomers whenever the existence of

such salts, isomers and salts of isomers is possible within the specific chemical

designation.




The placement of drugs listed in this subsection shall remain in effect until {18 months after

the effective date of the requlation), unless enacted into law in the Drug Control Act,




Agenda Item: Adoption of Final Regulations for Outsourcing Facilities —
replacement of Emergency Regulations

Included in your agenda package are:

A copy of the proposed regulations which are identical to emergency regulations in
effect from December 7, 2015 through June 6, 2017

There were no comments on the proposed regulation.
(There was no comment at the Public Hearing conducted on Dec. 12, 201 6)

Board action:

Adoption of final regulations identical to the emergency regulations currently in
effect




Project 4528 - FINAL

BOARD OF PHARMACY

Outsourcing facilities

18VAC110-20-20. Fees.
A Unless otherwise provided, fees listed in this section shall not be refundable.

B. Unless otherwise provided, any fees for taking required examinations shall be paid

directly to the examination service as specified by the board.

C. Initial application fees.

1. Pharmacist license $180
2. Pharmacy intern registration $15
3. Pharmacy technician registration $25
4. Pharmacy permit $270
5. Permitted physician licensed to dispense drugs $270
6. Medical equipment suppiier permit $180
7. Humane society permit $20
8. Outsourcing facility permit $270
& 9. Nonresident pharmacy registration $270
10. Nonresident outsourcing facility registration $270
9- 11. Controlled substances registrations $90
40- 12. Innovative program approval. $250

If the board determines that a technical consultant is
required in order to make a decision on approval,
any consultant fee, not to exceed the actual cost,
shall also be paid by the applicant in addition to the
application fee.

41 13. Approval of a pharmacy technician training $150
program
42- 14. Approval of a continuing education program $100

43- 15, Approval of a repackaging training program $50




D. Annual renewal fees.

1. Pharmacist active license ~ due no later than $90
December 31

2. Pharmacist inactive license — due no later than $45
December 31

3. Pharmacy technician registration — due no later $25
than December 31

4. Pharmacy permit — due no later than April 30 $270
5. Physician permit to practice pharmacy — due no $270
later than February 28

6. Medical equipment supplier permit — due no later $180
than February 28

7. Humane society permit — due no later than $20
February 28

8. Outsourcing facility permit — due no later than $270
April 30

8- 9. Nonresident pharmacy registration — due no $270
later than the date of initial registration

10. Nonresident outsourcing facility registration — $270
due no later than the date of initial registration

8- 11. Controiled substances registrations —~ due no $90

later than February 28

40- 12. Innovative program continued approval
based on board order not to exceed $200 per
approval period.

- 13. Approval of a pharmacy technician training $75 every
program two years
+2: 14. Approval of a repackaging training program $30 every

two years

E. Late fees. The following late fees shall be paid in addition {o the current renewai fee to
renew an expired license within one year of the expiration date or within two years in the case of
a pharmacy technician training program. In addition, engaging in activities requiring a license,
permit, or registration after the expiration date of such license, permit, or registration shail be

grounds for disciplinary action by the board.

1. Pharmacist license $30




2. Pharmacist inactive license $15
3. Pharmacy technician registration $10
4. Pharmacy permit $90
2. Physician permit to practice pharmacy 320
6. Medical equipment supplier permit $60
7. Humane society permit 35
8. Qutsourcing facility permit $90
8- 9. Nonresident pharmacy registration 390
10. Nonresident outsourcing facility registration $90
8- 11. Controlled substances registrations $30
40- 12. Approval of a pharmacy technician training $16
program

44- 13. Approval of a repackaging training program $10

F. Reinstatement fees. Any person or entity attempting to renew a license, permit, or
registration more than one year after the expiration date, or more than two years after the
expiration date in the case of a pharmacy technician training program, shall submit an
application for reinstatement with any required fees. Reinstatement is at the discretion of the
board and, except for reinstatement following license revocation or suspension, may be granted
by the executive director of the board upon completion of an application and payment of any

required fees.

1. Pharmacist license $210
2. Pharmacist license after revocation or $500
suspension

3. Pharmacy technician registration $35
4. Pharmacy technician registration after $125

revocation or suspension

. Facilities or entities that cease operation and
wish to resume shalt not be eligible for
reinstatement but shall apply for a new permit or
registration. Facilities or entities that failed to
renew and continued to operate for more than one
renewal cycle shalf pay the current and all back
renewal fees for the years in which they were




operating plus the following reinstatement fees:

a. Pharmacy permit $240
b. Physician permit to practice pharmacy $240
c. Medical equipment supplier permit $210
d. Humane society permit $30
e. Outsourcing facility permit $240
e- f. Nonresident pharmacy registration $115
q. Nonresident outsourcing facility registration $240
£ h. Controlled substances registration $180
g- 1. Approval of a pharmacy technician training $75
program

k- |. Approval of a repackaging training program $50

G. Application for change or inspection fees for facilities or other entities.

1. Change of pharmacist-in-charge $50
2. Change of ownership for any facility $50
3. Inspection for remodeling or change of location $150
for any facility

4. Reinspection of any facility $150
. Board-required inspection for a robotic pharmacy $150
system

6. Board-required inspection of an innovative $150
program location

7. Change of pharmacist responsible for an $25

approved innovative program

H. Miscellaneous fees.

1. Duplicate wall certificate $25
2. Returned check $35
3. Duplicate license or registration 310
4. Verification of licensure or registration $25

18VAC110-20-215. Qutsourcing facilities.

A. Any facility in the Commonwealth engaged in the sterile compounding of drugs or devices

to be dispensed without a prescription for a specific patient shall obtain a permit as an




outsourcing facility from the board in accordance with § 54.1-3434.05 of the Code of Virginia.

Any outsourcing facility located outside of the Commonwealth that delivers in any manner

Schedule |t through VI drugs or devices into the Commonwealth without a prescription for a

specific patient shall be registered with the board in accordance with § 54.1-3434.5 of the Code

of Virginia.

B. In order to obtain or renew a permit or registration, outsourcing facilities shall submit to

the board (i) documentation that the facility is registered as an outsourcing facility under the

Federal Food, Drug, and Cosmetic Act and (i) a copy of a current inspection report consistent

with § 54.1-3434.05 or 54.1-3434.5 of the Code of Virginia. Qutsourcing facilities that fail to

demonstrate that the facility is registered as an outsourcing facility under the Federal Food,

Drug, and Cosmetic Act or submit a copy of a current inspection report consistent with § 54 1-

3434.05 or 54.1-3434.5 shall not meet the requirements for an initial permit or registration or for

renewal of a permit or registration.

C._An_outsourcing facility shall comply with all provisions of this chapter relating to a

pharmacy in Parts IV (18VAC110-20-110 et seq.) and Vi (18VAC110-20-240 et seq.). with the

following exceptions:

1. Subsections E and F of 18VAC110-20-190, relating to dispensed prescriptions.

2. Subsection A of 18VAC110-20-200, relating to prescriptions awaiting delivery.

3. Subsections B and C of 18VAC110-20-240, relating to prescriptions and chart orders.

4. 18VAC110-20-250, relating to automated data processing prescription records.

5. Subsections C, D,_E. and F of 18VAC110-20-270. relating to preparation and

dispensing of prescriptions.

D. In addition to applicable requirements for pharmacies, outsourcing facilities shall comply

with the following;




1. Pharmacist supervision. At all times, such facilities shall be under the supervision of a

PiC who routinely practices at the location designated on the permit application. A

pharmacist shall be present at all times when the facility is open for business.

2. Records.

a._All records, including the receipt and disposition of drugs or devices. shail be

maintained by the facility for a period of five years and shall be available to the board

upon reguest.

b. Compounding records shall_include identification and strength of the drugs and

shalf provide the ingredients, expiration dates, and the source of such ingredients.

Records shall also include the national drug code number of the source drug or bulk

active ingredient, if available; the strength of the active ingredient per unit: the

dosage form and route of administration; the package description: the number of

individual units produced; the national drug code number of the final product, if

assigned, or lot number; and an appropriately assigned expiration date or beyond-

use date,

¢. Outsourcing facilities shall maintain quality control records to include stability and

sterility testing for determining beyond-use dating.

k. No outsourcing facility may distribute or dispense any drug to any person pursuant to a

prescription unless it also maintains a current active pharmacy permit. The pharmacy shall

comply with all state and federal laws, regulations. and requirements, except it shall compound

in compliance with current good manufacturing practices under § 501{a)2}B) of the Federal

Food, Drug, and Cosmetic Act (21 USC § 351(a)(2)(B)).




Part VIli

Labeling and Packaging Standards for Prescriptions

18VAC110-20-321. Compounding.

A. The compounding of both sterile and nonsterile drug products by a pharmacy that does

not share the same physical space with an outsourcing facility shall be performed in accordance

with USP-NF compounding standards and § 54.1-3410.2 of the Code of Virginia.

B. The compounding of sterile drug products by an outsourcing facility or by a pharmacy

sharing the same physical space with an outsourcing facility shall be performed in accordance

with_current good manufacturing practices under § 501(a)(2)B) of the Federal Food, Drug, and

Cosmetic Act (21 USC § 351(a){2)(B)).

FORMS (18VAC110-20)

Application for Registration as a Pharmacy Intern (rev. 8/07}

Affidavit of Practical Experience, Pharmacy Intern (rev. 8/07)

Application for Licensure as a Pharmacist by Examination (rev. 11/09)

Instructions for Reinstating or Reactivating a Pharmacist License (rev. 3/11)

Application for Approval of a Continuing Education Program {rev. 8/07)

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education

Credit (rev. 6/0)

Application for License to Dispense Drugs (rev. 8/07)

Application for a Pharmacy Permit {rev. 12/2015)




Application for a Non-Resident Pharmacy Registration (rev. 12/2015)

Application for a Non-Resident Qutsourcing Facility Registration (12/2015)

Application for an Outsourcing Facility Permit (12/2015)

Application for a Permit as a Medical Equipment Supplier (rev. 3/09}

Application for a Controlled Substances Registration Certificate {rev. 4/09)

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of

Pharmacy (rev. 8/07).

Closing of a Pharmacy (rev. 8/07)

Application for Approval of an Innovative (Pilot) Program {rey. 8/07)

Pharmacy Technician Registration instructions and Application {rev. 3/08)

Instructions for Reinstating a Pharmacy Technician Registration {rev. 3/11)

Application for Approval of a Pharmacy Technician Training Program {rev. 8/07)

Application for Registration for Volunteer Practice (rev. 8/07)

Sponsor Certification for Volunteer Registration {rev. 8/08)

Application for Reinstatement of Reqistration as a Pharmacy Intern (eff. 9/07)

Affidavit for Limited-Use Pharmacy Technician (rev. 8/07)

Limited-Use Pharmacy Technician Registration Instructions and Application (rev. 7/08)

Reqistration for a Pharmacy to be a Collection Site for Donated Drugs (eff. 4/09)

Application for Approval of Repackaging Training Program (eff. 12/10)




Agenda Item: Adoption of Final Regulations for Permitting Facilities in
which Practitioners of the Healing Arts dispense controlled substances —
replacement of Emergency Regulations

Included in your agenda package are:

A copy of the proposed regulations which are identical to emergency regulations in
effect from December 7, 2015 through June 6, 2017

There were no comments on the Notice of Intended Regulatory Action.

Board action:

Adoption of final regulations identical to the emergency regulations currently in
effect




Project 4532 - FINAL

BOARD OF PHARMACY

Permits for facilities

18VAC110-30-15. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundabie.

Initial application fees.

1. Fhe-application-fee-forinitial-licensure-shall-be-$240 License for practitioner of the

healing arts to sell controlled substances: $180.

indefinitely-shall- be-$500 Permit for facility in which practitioners of the healing arts sell

controlled substances: $240.

due-on-Desember-31-2006,-the fee-shall- be-850 License for practitioner of the healing

arts to sell controlled substances: $90.

additionto-the-apnualrenewalfee Permit for facility in which practitioners of the healing

arts sell controlled substances: $240.




D. Late fees, The following late fees shall be paid in addition to the current renewal fee to

renew_an expired license within one year of the expiration date.

1. License for practitioner of the healing arts to sell controlied substances: $30.

2. Permit for facility in which practitioners of the healing arts sell controlled substances:

$40.

E. Reinstatement fees. Any person or entity attempting to renew a license or permit more

than one vear after the expiration date shall submit an application for reinstatement with any

reqguired fees.

1. License for practitioner of the healing arts to sell controlied substances: $150.

2. Permit for facility in which practitioners of the healing arts sell controlled substances:

$240.

3. Application fee for reinstatement of a license or permit that has been revoked or

suspended indefinitely: $500.

F. Facilities in which only one practitioner of the healing arts is licensed by the boaid to sell

controlled substances shali_be exempt from fees associated with obtaining and renewing a

facility permit. [ Facilities that change from only one practitioner to more than one shall notify the

board within 30 days of such change. ]

B- G. The fee for reinspection of any facility shall be $150.

E: H. The fee for a returned check shall be $35.




Part I

Licensure Requirements

18VAC110-30-20. Application for licensure.

A. Prior to engaging in the sale of controlled substances. a practitioner shall make

application on a form provided by the board and be issued a license. After June 7, 2018 the

practitioner shail engage in such sale from a location that has been issued a facility permit.

B. In order to be eligible for a license to sell controlied substances, a practitioner shall
possess a current, active license to practice medicine, osteopathic medicine, or podiatry issued
by the Virginia Board of Medicine. Any disciplinary action taken by the Board of Medicine

against the practitioner's license to practice shall constitute grounds for the board to deny,

restrict, or place terms on the license to seli.




18VAC110-30-21. Application for facility permit.

A. After June 7. 2016, any Jocation at which practitioners of the healing arts sell controlled

substances shall have a permit issued by the board in accordance with § 54.1-3304.1 of the

Code of Virginia. A licensed practitioner of the healing arts shall appily for the facility permit on a

form provided by the board.

B. For good cause shown, the board may issue a limited-use facility permit when the scope,

degree, or type of services provided to the patient is of a limited nature. The permit to be issued

shall be based on conditions of use requested by the applicant or imposed by the board in

cases where certain requirements of this chapter may be waived.

1. The limited-use facility permit application shall list the reguiatory requirements for

which a waiver is requested, if any, and a brief explanation as to why each requirement

shouid not apply 1o that practice,

2. A policy and procedure manual detailing the type and volume of controlled substances

to be sold and safequards against diversion shall accompany the appiication.

3. _The issuance and continuation of a limited-use facility permit shall be subject to

continuing compliance with the conditions set forth by the board.

C. The executive director may grant a waiver of the security system when storing and selling

multiple strengths and formulations of no more than five different topical Schedule VI drugs

intended for cosmetic use.

18VAC110-30-30. Renewai of license or permit,

A. A license or facility permit so issued shall be valid until December 31 of the year of issue.

Renewal of the license shall be made on or before December 31 of each year.




B. If a practitioner fails to renew his license or facility permit to selt within the Commonwealth
by the renewal date, he must pay the renewal fee plus the late fee. He may renew his license or

facility permit by payment of these fees for one year from the date of expiration.

C. Failure to renew the license or facility permit to sell within one year following expiration

shall cause the license or permit to lapse. The selling of controlled substances with a lapsed
license or permit shall be illegal and may subject the practitioner to disciplinary action by the
board. To reinstate a lapsed license or permit, a practitioner shall submit an application for
reinstatement and pay the reinstatement fee, plus the reinspection fee if a reinspection is
required as set forth in subsection D of this section. Reinstatement is at the discretion of the

board and may be granted by the executive director on the board's behalf provided no grounds

exist to deny said reinstatement.

D. Prior to reinstatement of a license facility permit that has been lapsed for more than one

year, a reinspection of the storage and selling area shail be conducted unless—another

that-peried. A practitioner seeking reinstatement of a facility permit shall not stock drugs until

approved by the board or its authorized agent.

E. The selling of controlled substances without a current, active license or facility permit is

unlawful and shall constitute grounds for disciplinary action by the board.
18VAC110-30-50. Licensees ceasing to sell controlled substances: inventory required
prior to disposal.

A. Any licensee who intends to cease selling controlled substances shall notify the board 10
days prior to cessation and surrender his license, and his license will be placed on expired

status. If no other practitioner of the healing arts licensed to sell controlied substances intends




to sell controlied substances from the same location, the practitioner shall also surrender the

facility permit, and the permit will be placed on expired status.

B. Any Schedule I through V controlled substances shall be inventoried and may be
disposed of by transferring the controlled substance stock to another licensee or other person

authorized by law to possess such drugs or by destruction as set forth in this chapter.

C. The licensee or other responsible person shall inform the board of the name and address

of the licensee to whom the controlled substances are transferred.

D. Alicensee who has surrendered his license or facility permit pursuant to this section may

request that it be made current again at any time within the same renewal year without having to
pay an additional fee, provided the licensee is selling from the same location or from another
location that has been inspected and approved by the board.

Part il

Inspection Requirements, Standards, and Security for Storage Areas; Disposal of Controlled

Substances

18VAC110-30-70. Main Practitioner

A facility with a permit

for practitioners of the healing arts to sell controlied substances fordispensing shall:

1. Designate a licensee practitioner with a license te sell controlled substances who shall

be the primary person responsible for the stock, the required inventory, the records of

receipt and destruction, safeguards against diversion and compliance with this chapter;

2. Report to the board the name of the licensee and the location of the controlled

substance stock on a form provided by the board:




3. Upon a change in the licensee so designated, an inventory of all Schedule II through
V controlled substances shall be conducted in the manner set forth in § 54.1-3404 of the

Drug Control Act of the Code of Virginia and such change shall immediately be reported
to the board; and

4. Nothing shall relieve the other individual licensees who sell controlled substances at

the location of the responsibility for the requirements set forth in this chapter.

18VAC110-30-80. inspection and notice required.

A. The area designated for the storage and selling of controlled substances shall be
inspected by an agent of the board prior to the issuance of the first license to sell controlled
substances from that site. Inspection prior to issuance of subseguent licenses at the same

location shall be conducted at the discretion of the board.

B. Applications for licenses-which facility permits that indicate a requested inspection date,

or requests which that are received after the application is filed, shali be honored provided a 14-

day notice to the board is allowed prior to the requested inspection date.

C. Requested inspection dates which that do not allow a t4-day notice to the board may be

adjusted by the board to provide 14 days for the scheduling of the inspection.

D. At the time of the inspection, the controlled substance selling and storage area shall
comply with 18VAC110-30-90, 18VAC110-30-100, 18VAC110-30-110, 18VAC110-30-120, and
18VAC110-30-130.

E. If an applicant substantially fails to meet the requirements for issuance of a license facility

permit and a reinspection is required, or if the applicant is not ready for the inspection on the
established date and fails to notify the inspector or the board at least 24 hours prior to the

inspection, the applicant shall pay a reinspection fee as specified in 18VAC110-30-15 prior to a

\0%

reinspection being conducted.



F. No license facility permit shall be issued to sell controlied substances until adequate

safeguards against diversion have been provided for the controlled substance storage and

selting area and approved by the the inspector or board staff.

G. The licensee shall notify the board of any substantive changes to the approved selling
and storage area including moving the location of the area, making structural changes to the
area, or making changes to the alarm system for the area prior to the changes being made and

pay a reinspection fee. An inspection shall be conducted prior to approval of the new or altered

selling and storage area.
18VAC110-30-90. Physical standards.
Physical standards for the controlled substance selling and storage area:

1. The building in which the controlled substances selling and storage area is located

shalf be constructed of permanent and secure materials. Trailers and other movable

facilities shall not be permitted;

2. There shall be an enclosed area of not less than 40 square feet that is designated as
the controlled substances selling and storage area, which shall be used exciusively for
storage, preparation, and dispensing. Records related to the sale of controlled
substances may be maintained outside the selling and storage area with access limited
to the licensee and those persons authorized to assist in the area. The work space used
in preparation of the drugs shall be contained within the enclosed area. A controlled
substance selling and storage area inspected and approved prior to November 3, 1993,
shall not be required to meet the size requirement of this chapter;

3. Controlled substances maintained for ultimate sale shall be maintained separately

from any other controlled substances maintained for other purposes. Controlled

substances maintained for other purposes such as administration or samples may be




stored within the selling and storage area provided they are clearly separated from the
stock maintained for sale;
4. The selling and storage area, work counter space and equipment in the area shall be

maintained in a clean and orderly manner;

5. A sink with hot and cold running water shall be available within the-immediate-vicinity

20 feet of the selling and storage area and not located within an examination room or

restroom; and

8. The entire area described in this chapter shall be well lighted and ventitated; the

proper storage temperature shall be maintained to meet official specifications for

controlled substance storage.

FORMS (18VAC110-30)

Application for a License to Sell Controlled Substances by a Practitioner of the Healing Arts

(rev. 12/2015)

Application for a Facility Permit for Practitioner(s) of the Healing Arts to Sell Controlled

Substances (rev. 12/2015)




Agenda Item: Adoption of Final Regulations for a Prohibition on Incentives
to Transfer Prescriptions

Included in your agenda package are:

Copy of comment on the proposed regulation
(There was no comment at the Public Hearing conducted on Dec, 12, 2016)

Copy of proposed regulation
Board action:

Adoption of final regulations as proposed; or

Adoption of regulation with changes.
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Prohibition against incentives to transfer prescriptions

18VAC110-20-25. Unprofessional conduct.
The following practices shall constitute unprofessional conduct within the meaning of § 54 .1-
3316 of the Code of Virginia:
1. Failing to comply with provisions of § 32.1-127.1:03 of the Code of Virginia related to

the confidentiality and disclosure of patient records or related to provision of patient

records to another practitioner or to the patient or his personal representative;

2. Willfully or negligently breaching the confidentiality of a patient unless otherwise
required or permitted by applicable law:

3. Failing to maintain confidentiality of information received from the Prescription
Monitoring Program, obtaining such information for reasons other than to assist in
determining the validity of a prescription to be filled, or misusing information received
from the program;

4. Engaging in disruptive or abusive behavior in a pharmacy or other health care setting
that interferes with patient care or could reasonably be expected to adversely impact the
quality of care rendered to a patient:

5. Engaging or attempting to engage in a relationship with a patient that constitutes a
professional boundary violation in which the practitioner uses his professional position to
take advantage of the vulnerability of a patient or his family, including but not limited to
sexual misconduct with a patient or a member of his family or other conduct that results

or could result in personal gain at the expense of the patient;




6. Failing to maintain adequate safeguards against diversion of controlled substances:
7. Failing to appropriately respond to a known dispensing error in a manner that protects
the health and safety of the patient;

8. Delegating a task within the practice of pharmacy to a person who is not adequately

trained to perform such a task;

9. Failing by the PIC to ensure that pharmacy interns and pharmacy technicians working

in the pharmacy are registered and that such registration is current: of

10. Failing to exercise professional judgment in determining whether a prescription

meets requirements of law before dispensing; or

11._Advertising or soliciting in @ manner_that may jeopardize the health, safety, and

welfare of a patient, including incentivizing or inducing the transfer of a prescription

absent professional rationale by use of coupons, rebates. or similar offerings.




Agenda Item: Adoption of Regulations for Controlled Substance
Registration and Protocols for Naloxone Dispensing

Included in package:

* Copies of SB848 (identical to HB1453) and HB1642 (identical to SB1031)

¢ Draft amendments to regulations for controlled substances registration as
recommended by Regulation Committee

¢ Draft amendments to Board-approved naloxone protocols as recommended
by Regulation Committee

Board action:

¢ Motion to recommend to full board to amend 18VAC1 10-20-690,
I18VAC110-20-710, and 18VACI110-20-735 as presented or as amended

* Motion to amend Guidance Document 110-44 as presented or as amended

* Motion to adopt Guidance Document 110-45 as presented or as amended




2017 SESSION
ENROLLED

VIRGINIA ACTS OF ASSEMBLY — CHAPTER

An Act to amend and reenact §8 8.01-225 and 54.1-3408 of the Code of Virginia, relating 1o dispensing
of naloxone.,

(S 848}
Approved

Be it enacted by the General Assembly of Virginia:

1. That §§ 8.01-225 and 54.1-3408 of the Code of Virginia are amended and reenacted as follows:

§ 8.01-225. Persons rendering emergency care, obstetrical services exempt from liability.

A. Any person who:

I. In good faith, renders emergency care or assistance, without compensation, to any ill or injured
person (i} at the scene of an accident, fire, or any life-threatening emergency; (ii) at a location for
screening or stabilization of an emergency medical condition arising from an accident, fire, or any
life-threatening emergency: or (iii) en route to any hospital, medical clinic, or doctor's office, shall not
be liable for any civil damages for acts or omissions resulting from the rendering of such care or
assistance. For purposes of this subdivision, emergency care or assistance includes the forcible entry of a
motor vehicle in order to remove an unattended minor at risk of serious bodily injury or death, provided
the person has attempted to contact a law-enforcement officer, as defined in § 9.1-101, a firefighter, as
defined in § 65.2-102, emergency medical services personnel, as defined in § 32.1-111.1, or an
emergency 911 system, if feasible under the circumstances.

2. In the absence of gross negligence, renders emergency obstetrical care or assistance to a female in
active labor who has not previously been cared for in connection with the pregnancy by such person or
by another professionally associated with such person and whose medical records are not reasonably
available to such person shall not be liable for any civil damages for acts or omissions resulting from
the rendering of such emergency care or assistance. The immunity herein granted shall apply only to the
emergency medical care provided.

3. In good faith and without compensation, including any emergency medical services provider who
holds a valid certificate issued by the Commissioner of Health, administers epinephrine in an emergency
to an individual shall not be liable for any civil damages for ordinary negligence in acts or emissions
resulting from the rendering of such treatment if such person has reason fo believe that the individual
receiving the injection is suffering or is about to suffer a life-threatening anaphylactic reaction.

4. Provides assistance upon request of any police agency, fire department, emergency medical
services agency, or governmental agency in the event of an accident or other emergency involving the
use, handling, transportation, transmission, or storage of liquefied petroleum gas, liquefied natural gas,
hazardous material, or hazardous waste as defined in § 10.1-1400 or regulations of the Virginia Waste
Management Board shall not be liable for any civil damages resulting from any act of commission or
omission on his part in the course of his rendering such assistance in good faith.

5. Is an emergency medical services provider possessing a valid certificate issued by authority of the
State Board of Health who in good faith renders emergency care or assistance, whether in person or by
telephone or other means of communication, without compensation, to any mjured or ill person, whether
at the scene of an accident, fire, or any other place, or while transporting such injured or ill person to,
from, or between any hospital, medical facility, medical clinic, doctor's office, or other similar or related
medical facility, shall not be liable for any civil damages for acts or omissions resulting from the
rendering of such emergency care, treatment, or assistance, including but in no way limited to acts or
omissions which invelve violations of State Department of Health regulations or any other state
regulations in the rendering of such emergency care or assistance.

6. In good faith and without compensation, renders or administers emergency cardiopulmonary
resuscitation (CPR); cardiac defibrillation, including, but not limited to, the use of an automated external
defibrillator (AED); or other emergency life-sustaining or resuscitative treatments or procedures which
have been approved by the State Board of Health to any sick or injured person, whether at the scene of
a fire, an accident, or any other place, or while transporting such person to or from any hospital, clinic,
doctor's office, or other medical facility, shall be deemed qualified to administer such emergency
treatments and procedures and shall not be lable for acts or omissions resufting from the rendering of
such emergency resuscitative treatments or procedures.

7. Operates an AED at the scene of an emergency, trains individuals to be operators of AEDs, or
orders AEDs, shall be immune trom civil liability for any personal injury that results from any act or
omission in the use of an AED in an emergency where the person performing the defibrillation acts as
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administer naloxone in accordance with protocols developed by the Board of Pharmacy in consultation
with the Board of Medicine and the Department of Health.

Y. Notwithsianding any other law or regulation 1o the contrary, a person who is authorized by the
Department of Behavioral Health and Developmental Services 10 train individuals on the administration
of naloxone for use in opioid overdese reversal and who is acting on behalf of an organization that
provides services to individuals at risk of experiencing an opioid overdose or training in the
administration of naloxone for overdose reversal and thar has obtained a conmtrolled substances
registration from the Board of Pharmacy pursuant to § 54.1-3423 may dispense naloxone 10 a person
who has completed a training program on the administration of naloxone Jor opioid overdose reversal
approved by the Depariment of Behavioral Health and Developmenial Services, provided that such
dispensing is (i) pursuant to a standing order issued by a prescriber, (ii) in accordance with protocols
developed by the Board of Pharmacy in consultation with the Board of Medicine and the Department of
Health, and (ili) without charge or compensation. The dispensing may occur at a site other than thar of
the controlled subsiance regisiration provided the entity possessing the controlled substances registration
maintains records in accordance with regulations of the Board of Pharmacy. A person to whom
naloxone has been dispensed pursuant 1o this subsection may possess naloxone and may administer
naloxone 1o a person who is believed 1o be experiencing or about to experience a life-threatening opioid
overdose.

2, That an emergency exists and this act is in force from its passage,
3. That the Board of Pharmacy shall promulgate reguiations to implement the provisions of this
act to be effective within 280 days of its enactment.




2017 SESSION
ENROLLED

VIRGINIA ACTS OF ASSEMBLY — CHAPTER

An Act to amend and reenact § 54.1-3408 of the Code of Virginia, relating to the administering of
naloxone.

[H 1642]
Approved

Be it enacted by the General Assembly of Virginia:

1. That § 54.1-3408 of the Code of Virginia is amended and reenacted as follows:

§ 54.1-3408. Professional use by practitioners.

A. A practitioner of medicine, osteopathy, podiatry, dentistry, or veterinary medicine or a licensed
nurse practitioner pursuant to § 54.1-2957.01, a licensed physician assistant pursuant to § 54.1-2952.1. or
a TPA-certified optometrist pursuant to Article 5 (§ 54.1-3222 et seq.) of Chapter 32 shall only
prescribe, dispense, or administer controlled substances in good faith for medicinal or therapeutic
purposes within the course of his professional practice.

B. The prescribing practitioner's order may be on a written prescription or pursuant to an oral
prescription as authorized by this chapter. The prescriber may administer drugs and devices, or he may
cause drugs or devices to be administered by:

L. A nurse, physician assistant, or intern under his direction and supervision;

2. Persons trained to administer drugs and devices to patients in state-owned or slate-operated
hospitals or facilities licensed as hospitals by the Board of Health or psychiatric hospitals licensed by
the Department of Behavioral Health and Developmental Services who administer drugs under the
control and supervision of the prescriber or a pharmacist;

3. Emergency medical services personnel certified and authorized to administer drugs and devices
pursuant 1o regulations of the Board of Health who act within the scope of such certification and
pursuant to an oral or written order or standing protocol; or

4. A licensed respiratory therapist as defined in § 54.1-2954 who administers by inhalation controlled
substances used in inhalation or respiratory therapy.

C. Pursuant to an oral or written order or standing protocol, the prescriber, who is authorized by
state or federal law to possess and administer radiopharmaceuticals in the scope of his practice, may
authorize a nuclear medicine technologist to administer, under his supervision, radiopharmaceuticals used
in the diagnosis or treatment of disease.

D. Pursuant to an oral or written order or standing protocol issued by the prescriber within the
course of his professional practice, such prescriber may authorize registered nurses and licensed practical
nurses to possess (i) epinephrine and oxygen for administration in treatment of emergency medical
conditions and (i1) heparin and sterile normal saline to use for the maintenance of intravenous access
lines.
Pursuant to the regulations of the Board of Health, certain emergency medical services technicians
may possess and admimister epinephrine in emergency cases of anaphylactic shock.

Pursuant to an order or standing protocol issued by the prescriber within the course of his
professional practice, any school nurse, school board employee, employee of a local governing body, or
employee of a local health department who is authorized by a prescriber and trained in the
administration of epinephrine may possess and administer epinephrine.

Pursuant to an order or a standing protocol issued by the prescriber within the course of his
professional practice, any employee of a school for students with disabilities, as defined in § 22.1-319
and licensed by the Board of Education, or any employee of a private school that is accredited pursuant
to § 22.1-19 as administered by the Virginia Council for Private Education who is authorized by a
prescriber and trained in the administration of epinephrine may possess and administer epinephrine.

Pursuant to an order issued by the prescriber within the course of his professional practice, an
employee of a provider licensed by the Department of Behavioral Health and Developmental Services or
a person providing services pursuant to a confract with a provider licensed by the Department of
Behavioral Health and Developmental Services may possess and administer epinephrine, provided such
person is authorized and trained in the administration of epinephrine.

Pursuant to an oral or written order or standing protocol issued by the prescriber within the course of
his professional practice, such prescriber may authorize pharmacists to possess epinephrine and oxygen
for administration in treatment of emergency medical conditions,

E. Pursuant to an oral or written order or standing protocol issued by the prescriber within the course
of his professional practice, such prescriber may authorize ticensed physical therapists to possess and
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devices. Such persons shall administer or dispense all drugs or devices under the direction, control, and

supervision of the State Health Commissioner.

Q. Nothing in this title shall prohibit the administration of normally self-administered drugs by
unlicensed individuals to a person in his private residence.

R. This section shall not interfere with any prescriber issuing prescriptions in compliance with his
authority and scope of practice and the provisions of this section to a Board agent for use pursuant to
subsection G of § 18.2-258.1. Such prescriptions issued by such prescriber shall be deemed to be valid
prescriptions.

S. Nothing in this title shall prevent or interfere with dialysis care technicians or dialysis patient care
technicians who are certified by an organization approved by the Board of Health Professions or persons
authorized for provisional practice pursuant to Chapter 27.01 (§ 54.1-2729.1 et seq.), in the ordinary
course of their duties in a Medicare-certified renal dialysis facility, from administering heparin, topical
needle site anesthetics, dialysis solutions, sterile normal saline solution, and blood volumizers, for the
purpose of facilitating renal dialysis treatment, when such administration of medications occurs under the
orders of a licensed physician, nurse practitioner, or physician assistant and under the immediate and
direct supervision of a licensed registered nurse. Nothing in this chapter shall be construed to prohibit a
patient care dialysis technician trainee from performing dialysis care as part of and within the scope of
the clinical skills instruction segment of a supervised dialysis technician training program, provided such
trainee is identified as a "trainee” while working in a renal dialysis facility.

The dialysis care technician or dialysis patient care technician administering the medications shall
have demonstrated competency as evidenced by holding current valid certification from an organization
approved by the Board of Health Professions pursuant to Chapter 27.01 (§ 54.1-2729.1 et seq.).

T. Persons who are otherwise authorized to administer controlled substances in hospitals shall be
authorized to administer influenza or pneumococcal vaccines pursuant to § 32.1-126 4.

U. Pursuant to a specific order for a patient and under his direct and immediate supervision, a
prescriber may authorize the administration of controlled substances by personnel who have been
properly trained to assist a doctor of medicine or osteopathic medicine, provided the method does not
include intravenous, intrathecal, or epidural administration and the prescriber remains responsible for
such administration.

V. A physician assistant, nurse or a dental hygienist may possess and administer topical fluoride
vamish to the teeth of children aged six months to three vears pursuant to an oral or written order or a
standing protocol issued by a doctor of medicine, osteopathic medicine, or dentistry that conforms to
standards adopted by the Department of Health.

W. A prescriber, acting in accordance with guidelines developed pursuant to § 32.1-46.02, may
authorize the administration of influenza vaccine to minors by a licensed pharmacist, registered nurse,
licensed practical nurse under the direction and immediate supervision of a registered nurse, or
emergency medical services provider who holds an advanced life support certificate issued by the
Commissioner of Health when the prescriber is not physically present.

X. Notwithstanding the provisions of § 54.1-3303, pursuant to an oral, written, or standing order
issued by a prescriber, and in accordance with protocols developed by the Board of Pharmacy in
consultation with the Board of Medicine and the Department of Health, a pharmacist may dispense
naloxone or other opioid antagonist used for overdose reversal and a person may possess and administer
naloxone or other opioid antagonist used for overdose reversal to a person who is believed to be
experiencing or about to experience a life-threatening opiate overdose. Law-enforcement officers as
defined in § 9.1-101, employees of the Department of Forensic Science, employees of the Office of the
Chief Medical Examiner, emplovees of the Department of General Services Division of Consolidated
Laboratory Services, and firefighters who have completed a training program may also possess and
administer naloxone in accordance with protocols developed by the Board of Pharmacy in consultation
with the Board of Medicine and the Department of Health.

2. That an emergency exists and this act is in force from its passage.

WY
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BOARD OF PHARMACY

CSR for trainers

18VAC110-20-690. Persons or entities authorized or required to obtain a controlled
substances registration.

A. A person or entity which maintains or intends to maintain a supply of Schedule Il through
Schedule VI controlled substances, other than manufacturers' samples, in accordance with
provisions of the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia) may apply for a
controlied substances registration on forms approved by the board.

B. Persons or entities which may be registered by the board shall include, but not be limited
to, hospitals without in-house pharmacies, nursing homes without in-house pharmacies that use

automated drug dispensing systems, ambulatory surgery centers, outpatient clinics, alternate

delivery sites, crisis stabilization units, persons authorized by the Department of Behavioral

Health and Developmental Services to train individuals on the administration of naloxone and to

dispense naloxone for opioid overdose reversal, and emergency medical services agencies

provided such persons or entities are otherwise authorized by law and hold required licenses or

appropriate credentials to administer the drugs for which the registration is being sought.

C. In determining whether to register an applicant, the board shall consider factors listed in
subsections A and D of § 54.1-3423 of the Code of Virginia and compliance with applicable
requirements of this chapter.

1. The proposed location shall be inspected by an authorized agent of the board prior to

issuance of a controiled substances registration.

ws



2. Controlled substances registration applications that indicate a requested inspection
date, or requests that are received after the application is filed, shall be honored

provided a 14-day notice is allowed prior to the requested inspection date.

3. Requested inspection dates that do not allow a 14-day notice to the board may be

adjusted by the board to provide 14 days for the scheduling of the inspection.

4. Any person wishing to change an approved location of the drug stock, make structural
changes to an existing approved drug storage location, or make changes to a previously

approved security system shall file an application with the board and be inspected.
5. Drugs shall not be stocked within the proposed drug storage location or moved to a
new jocation until approval is granted by the board.

D. The application shall be signed by a person who will act as a responsible party for the

controfled substances. The responsible party may be a prescriber, nurse, pharmacist, or

pharmacy technician for alternate delivery sites, person authorized by the Department of

Behavioral Heaith and Developmental Services to train individuals on the administration of

naloxone and to dispense naloxone for opioid overdose reversal, or other person approved by

the board who is authorized to administer the controlled substances.

E. The board may require a person or entity to obtain a controlied substances registration
upon a determination that Schedule il through VI controlled substances have been obtained and
are being used as common stock by muiltiple practitioners and that one or more of the following
factors exist:

1. A federal, state, or local government agency has reported that the person or entity has
made large purchases of controlled substances in comparison with other persons or

entities in the same classification or category.
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2. The person or entity has experienced a diversion, theft, or other unusual loss of

controlled substances which requires reporting pursuant to § 54.1-3404 of the Drug
Control Act

3. The person or entity has failed to comply with recordkeeping requirements for
controlled substances.

4. The person or entity or any other person with access to the common stock has

violated any provision of federal, state, or local law or regulation relating to controlled
substances.

18VAC110-20-700. Requirements for supervision for controlied substances registrants.

A. A practitioner licensed in Virginia shali provide supervision for all aspects of practice

related to the maintenance and use of controlled substances as follows:
1. in a hospital or nursing home without an in-house pharmacy, a pharmacist shall
supervise.
2. In an emergency medical services agency, the operational medical director shall
supervise,

3. For any other type of applicant or registrant, a pharmacist or a prescriber whose
scope of practice is consistent with the practice of the applicant or registrant and who is

approved by the board may provide the required supervision.

B. The supervising practitioner shall approve the list of drugs which may be ordered by the
holder of the controfled substances registration; possession of controlled substances by the
entity shall be limited to such approved drugs. The list of drugs approved by the supervising

practitioner shall be maintained at the address listed on the controlled substances registration.




C. Access to the controfled substances shall be limited to (i) the supervising practitioner or to
those persons who are authorized by the supervising practitioner and who are authorized by law
to administer drugs in Virginia; (i) such other persons who have successfully completed a
training program for repackaging of prescription drug orders in a CSB, BHA, or PACE site as
authorized in § 54.1-3420.2 of the Code of Virginia; er (iii) other such persons as designated by
the supervising practitioner or the responsible party to have access in an emergency situation,

or (iv) persons authorized by the Department of Behavioral Health and Developmental Services

to train individuals on the administration of naloxone and to dispense naloxone for opioid

overdose reversal If approved by the supervising practitioner, pharmacy technicians may have

access for the purpose of delfivering controlled substances to the registrant, stocking controlled
substances in automated dispensing devices, conducting inventories, audits and other
recordkeeping requirements, overseeing defivery of dispensed prescriptions at an alternate
delivery site, and repackaging of prescription drug orders retained by a CSB, BHA, or PACE site
as authorized in § 54.1-3420.2 of the Code of Virginia. Access to stock drugs in a crisis

stabilization unit shall be limited to prescribers, nurses, or pharmacists.

D. The supervising practitioner shall establish procedures for and provide training as
necessary to ensure compliance with all requirements of law and regulation, including, but not
limited to, storage, security, and recordkeeping.

E. Within 14 days of a change in the responsible party or supervising practitioner assigned
to the registration, either the responsible party or outgoing responsible party shall inform the
board and a new application shall be submitted indicating the name and license number, if

applicable, of the new responsible party or supervising practitioner.




18VAC110-20-710. Requirements for storage and security for controlled substances
registrants.

A. Drugs shall be stored under conditions which meet USP-NF specifications or
manufacturers' suggested storage for each drug.

B. Any drug which has exceeded the expiration date shall not be administered; it shall be
separated from the stock used for administration and maintained in a separate, locked area untit
properly disposed.

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedule
Il through VI drugs, he shall transfer the drugs to another person or entity authorized to possess
and to provide for proper disposal of such drugs.

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be
locked at all times when not in use. The keys or access code shall be restricted to the
supervising practitioner and persons designated access in accordance with 18VAC110-20-700
C.

E. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured

rocom, cabinet or area which has a security device for the detection of breaking which meets the
following conditions:
1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other
generally accepted and suitable device.
2. The installation and device shail be based on accepted alarm industry standards.
3. The device shall be maintained in operating order, have an auxiliary source of power,
be monitored in accordance with accepted industry standards, be maintained in

operating order; and shall be capable of sending an alarm signal to the monitoring entity

if breached and the communication line is not operational.




4. The device shall fully protect all areas where prescription drugs are stored and shall
be capable of detecting breaking by any means when activated.

5. Access to the alarm system shall be restricted to only designated and necessary
persons, and the system shall be activated whenever the drug storage areas are closed
for business.

6. An alarm system is not required for researchers, animal control officers, humane
societies, alternate delivery sites as provided in 18VAC110-20-275, emergency medical
services agencies stocking only intravenous fluids with no added drug, persons

authorized by the Department of Behavioral Health and Developmental Services to train

individuals_on the administration of naloxone and to dispense naloxone for opioid

overdose reversal, and teaching institutions possessing only Schedule V! drugs.

18VAC110-20-735. Requirements for dispensing of naloxone by trained individuals.

A. Persons authorized by the Department of Behavioral Health and Developmental Services

to train individuals on the administration of naloxone and dispense naloxone for opioid overdose

reversal pursuant to subsection Y of §54.1-3408 shall maintain the following records:

1.The prescriber’s standing order issued in accordance with subsection Y of §54.1-3408

authorizing the trained individual {o dispense naloxone.

2. Invoices or other records showing receipts of naloxone shall be maintained, but may

be stored in an electronic database or record as an electronic image that provides an

gxact, clearly legible, image of the document or in secured storage either on or off site.

All records in off-site storage or database shall be retrieved and made available for

inspection or audit within 48 hours of a request by the board or an authorized agent.

3. A manual or electronic log indicating the name, strength. lot. expiration date, and

quantity of naloxone transferred to _and from the confrolled substances registration




location fo the off-site fraining location, along with date of transfer. name of trained

individual approved by the Department of Behavioral Health and Developmental

Services.

4. Record of dispensing indicating name of person receiving naloxone, address or

contact information if available, date of dispensing. drug name, strength. quantity, lot

number, expiration date, and name of trained individual approved by the Department of

Behavioral Health and Developmental Services to dispense naloxone.

B. The naloxone shall be labeled with directions for use in accordance with prescriber's

standing order, date of dispensing, name of person receiving drug, drug name, strength. name

and telephone number for the entity associated with the controlled substances registration.

C. The naloxone shall be stored and transported under appropriate storage conditions in

accordance with the manufacturer's directions to protect from adulteration.

D. In the event of a manufacturer recall, the supervising practitioner or responsible party

associated with the controlled substances registration certificate shall ensure compliance with

any recall procedures as issued by the manufacturer, United States Food and Drug

Administration, or board to ensure affected drug is transferred fo a person or entity authorized to

possess the drug for return or destruction.

E._Except for a prescriber's standing order which must be maintained on-site for a period of

not less than two vyears from the date of the last dispensing. records shall be filed

chronologically and maintained for a period of not less than two years from the date of

transaction.

\2\
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Virginia Board of Pharmacy

Protocol for the Prescribing of Naloxone and Dispensing by
Pharmacists and Distribution to Authorized Entities

Pharmacists shall follow this protocol when dispensing naloxone pursuant (o an oral, written or standing
order 10 a person to administer o another person believed 10 be experiencing or about fo experience a life-
threatening opioid overdose as authorized in subsection X of §54.1 -3408.

1) Procedure: When someone requests naloxone, or when @ pharmacist in his or her professional

Judgment decides to advise of the availability and approp
a) Provide counseling in opioid overdose preventlo,,
naloxone, to mc}ude dosmg, effect:veness 2 verse effects storage condmons shelf-life, and

, response, administration of

successfui completion of the REVIVE! :tra 1 mg program. If the naloxone is delivered by a
pharmacy to an alternate dehvery site, e.g., a. local health departmem and the remptent has not

dispensing naloxone pursuant to an oral or written order issued to a
[may dispense naloxone pursuant to a standing order The standing

formulations to any person seekmg to obtain naloxone. A standing order shall be valid for no more

than two years from the date of issuance and shall contain the following information at a minimum:

a) Name of pharmacy authorized to dispense naloxone pursuant to standing order if the standin g order
is 1ssued by a prescriber for a particular pharmacy or pharmacies;

b) Contents of kit to be dispensed for dispensing naloxone 2mg/2m) prefilled syringes for intranasal
administration, to include quantity of drug and directions for administration:

¢) Prescriber’s signature; and

d) Date of issuance.

1

Virginia Board of Pharmacy Protocol for the Prescribing and Dispensing of Naloxone
Adopted 6/15/15; Revised 3/25/16, 11/10/16, 12/12/16, 1/4/17, 3/21/17 \ z
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4) Kit Contents for Intranasal or Auto-Injector Administration:

Intranasal Auto-Injector Intranasal

Naloxone 2mg/2m] Naloxone 2 mg Narcan Nasal Spray 4mg, #] twin pack

prefilled syringe, # 2 #1 twin pack

syringes SIG: Administer a single spray intranasally into
SIG: Use one auto- one nostril. Administer additional doses using a

SIG: Spray one-half of the | injector upon signs of | new nasal spray with each dose, if patient does

syringe into each nostril opioid overdose. Call | not respond, or responds and then relapses into

upon signs of opioid 911. May repeat x 1. f épression. Call 911. Additional

overdose. Call 911. May

repeat x I. No kit is required.
Product is

Mucosal Atomization commercially
Device (MAD) # 2 avatlable,
SIG: Use as directed for
naloxone administration.

Kitrrust-contain Must
dispense with 2 prefilled
syringes and 2 atomizers
and instructions for
administration.

contact gRE'}-‘VIVE@dbhds vwg' 1a gov N te: Kits from DBHDS do not contain preﬁiled syringes and
may not ¢ tam atomizers,

5) Labeling and Records

Each vial or syringe of naloxo‘ hall be dispensed and labeled in accordance with §54.1-3410 with the
exception that the name of the patient does not have to appear on the label. The pharmacist shall maintain
a record of dispensing in accordance with recordkeeping requirements of law and regulation. A standing
order issued by an individual prescriber or the Health Commissioner shall be maintained by the pharmacist
for two years from the date of the last dispensing prior to expiration or discontinuation of the standing order.

2

Virginia Board of Pharmacy Protocol for the Prescribing and Dispensing of Naloxone
Adopted 6/15/15; Revised 3/25/16, 11/10/16, 12/12/16, 1/4/17, 3121/17




Guidance Document: 110-44 Revised: March 21,2017

Protocol for Distributing to Law-Enforcement Officers, Firefighters, and
Employees of the Department of Forensic Science, Office of the Chief Medical
Examiner, and Department of General Services Division of Consolidated

Laboratory Services

Alternatively, a pharmacy, wholesale distributor, third party logistics provider, or manufacturer may
distribute naloxone via invoice to: )

1. Designated employees of the Department of Forensic Sciencg, ;éinployees of the Office of the Chief

Medical Examiner, and employees of the Department of G eraI Services Division of Consolidated
Laboratory Services who have successfully complet

3 training program developed by the
Department of Behavioral Health and Deve]opmentai S rvices;

2. Designated law enforcement officers or firefighters who have successfully completed a trammg
program developed by the Department of Behavioral Health and: Developmenta] Services in
consultation with the Department of Crammai Justice Services or Departmem of Fire Programs,
respectively, at the address of the law enforcement agency or f ire department

Training shall be conducted in accordance" ith policies and pro. fures of the law enforcement agency, fire
department, Department of Forensic Sc1ence”(}ffl ce of the Chlef -Medlcai Examiner, or the Department of

General Servzces Division of Consolidated L borate’

‘ EVIVE' Opioid Overdose R versal for Virginia Training Curriculum “Understanding and

to Opieid Overdose Emergencies Using Naloxone”, available at
http: //www dhp.virg :a;.gov/pharmacv/docs/osas»revwe training- currlculum pdf

b. Substance Abuse Mental Health Services Administration’s “Opioid Prevention Toolkit”
(2014), avallabl http://store.samhsa.gov/product/Opioid-Overdose-Prevention-Toolkit-
Updated-2014/SMA 14-4742

¢. Prescribe to Prevent, hitp:/prescribetoprevent.org/pharmacists

d. Harm Reduction Coalition, htip://harmreduction.org/issues/overdose-prevention/tools-best-

practices/od-kit-materials

3
Virginia Board of Pharmacy Protocol for the Prescribing and Dispensing of Naloxone
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Protocol for the Prescribing of Naloxone and Dispensing by
Trainers

Persons authorized by the Department of Behavioral Health and Developmental Services to train
individuals on the administration of naloxone for opioid overdose reversal shall follow this protocol when
dispensing naloxone to a person, without charge or compensation, for administration to another person
believed to be experiencing or abowt 10 experience a life-threatening opioid overdose as authorized in

subsection ¥ of § 54.1-3408.

)

2)

Controlled Substances Registration: An organization that provides services to individuals at risk
of experiencing an opioid overdose or training in the administration of naloxone for overdose
reversal on whose behalf an authorized trainer may dispense naloxene pursuant to a standing order
shall apply for a controlled substances registration certificate from the Board of Pharmacy. The
person authorized by the Department of Behavioral Health and Developmental Services to train
individuals on the administration of naloxone and dispense naloxone for opioid overdose reversal
must serve as the responsible party on the applicaf-i'on. The prescriber issuing the standing order
must serve as the supervising practitioner. An a}ama'.-isy:étem is not required for the controlled

substances registration certificate.

Standing Order: An authorized trainer may dispense naloxone pursuant to a standing order. The
standing order must be issued by an individual prescriber to the organization on whose behalf the
authorized trainer is acting. The standing order authorizes a trainer to dispense one or more of the
specified naloxone formulations to any person seeking to obtain naloxone following completion of a
training program on the administration of naloxone for opioid overdose reversal approved by the
Department of Behavioral Health and Developmental Services. A standing order is valid for no
more than two years from the date of issuance and must contain the following information at a
minimum:

a. Name of organization that provides services to individuals at risk of experiencing an opioid
overdose or training in the administration of naloxone for overdose reversal and that has
obtained a controlled substances registration from the Board of Pharmacy on whose behalf
the authorized trainer may dispense naioxone pursuant to the standing order;

b. Contents of kit to be dispensed for dispensing naloxone 2mg/2mi prefilled syringes for
intranasal administration, to include quantity of drug and directions for administration;

c. Prescriber’s signature; and

d. Date of issuance.
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3} Kit Contents for Intranasal or Auto-Injector Administration:

Intranasal Auto-Injector Intranasal |
Naloxone 2Zmg/2mi Naloxone 2 mg Narcan Nasal Spray 4mg, #1 twin pack
prefilled syringe, # 2
syringes #1 twin pack SIG: Administer a single spray intranasally

into one nostril.  Administer additional doses
SIG: Spray one-half of the | >1G: Use one auto-injector using a new nasal spray with each dose, if
syringe into each nostril upon signs of opioid patient does not respond or responds and then
upon signs of opioid overdose. Call 911, May relapses into respiratory depression. Call 911,
overdose. Call 911. May repeat x 1. Additional doses may be given every 2 to 3
repeat x |. No kit is required, mil.mies until emergency medical assistance
Mucosal Atomization Product is commercially armives.
Device (MAD) # 2 available. No kit is required. Product is commercially

available.

SIG: Use as directed for
naloxone administration.

k#t-mustcontatn Must
dispense with 2 prefilled
syringes and 2 atomizers, if
not included in person’s
kit, and instructions for
administration,

Optional items for the kits include rescue breathing masks, and latex-free gloves.

Trainers may obtain kits to have on-hand for dispensing naloxone 2mg/2ml prefilled syringes for
intranasal administration from the REVIVE! program at the Department of Behavioral Health and
Developmental Services (DBHDS). To request kits, contact REVIVE@dbhds.virginia.gov Note: Kits
from DBHDS do not contain prefilled syringes and may not contain atomizers.

4) Storage, Labeling, Dispensing, and Recordkeeping:

A. Persons authorized by the Department of Behavioral Health and Developmental Services to train
individuals on the administration of naloxone and dispense naloxone for opioid overdose reversal
pursuant to subsection Y of §54.1-3408 shall maintain the following records:

1. The prescriber’s standing order issued in accordance with subsection Y of §54.1-3408
authorizing the trained individual to dispense naloxone.

2. Invoices or other records showing receipts of naloxone must be maintained, but may be
stored in an electronic database or record as an electronic image that provides an exact,
clearly legible, image of the document or in secured storage either on or off site. All records
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in off-site storage or database shall be retrieved and made available for inspection or audit
within 48 hours of a request by the board or an authorized agent.

3. A manual or electronic log indicating the name, strength, lot, expiration date, and quantity of
naloxone transferred to and from the controlled substances registration location to the off-site
training location, along with date of transfer, name of trained individual approved by the
Department of Behavioral Health and Developmental Services.

4. Record of dispensing indicating name of person receiving naloxone, address or contact
information if available, date of dispensing, drug name, strength, quantity, lot number,
expiration date, and name of trained individual approved by the Department of Behavioral
Health and Developmental Services to dispense naloxone.

B. The naloxone shall be labeled with directions for use in accordance with prescriber’s standing
order, date of dispensing, name of person receiving drug, drug name, strength, name and telephone
number for the entity associated with the controlled substances registration.

C. The trainer shall provide the recipient with the current REVIVE! brochure available on the
Department  of  Behavioral  Health and  Developmental  Services  website  at
htip:ifwww.dhp.virginia.gov/Pharmacy/docs/osas-revive-pharmacy-dispensing-brochure. pdf

. The naloxone shall be stored and transported under appropriate storage conditions in accordance
with the manufacturer’s directions to protect from adulteration.

E. In the event of a manufacturer recall, the supervising practitioner or responsible party associated
with the controlled substances registration certificate must ensure compliance with any recall
procedures as issued by the manufacturer, United States Food and Drug Administration, or Board to
ensure affected drug is transferred to a person or entity authorized to possess the drug for return or

destruction.

F. Except for a prescriber’s standing order which must be maintained on-site for a period of not less
than two years from the date of the last dispensing, records must be filed chronelogically and
maintained for a period of not less than two years from the date of transaction.

Resources:
a. REVIVE! Opioid Overdose Reversal for Virginia Training Curriculum “Understanding and

Responding to Opioid Overdose Emergencies Using Naloxone”, available at
http://www.dhp.virginia.gov/pharmacy/docs/osas-revive-training-curriculum.pdf

b. Substance Abuse Mental Health Services Administration’s “Opioid Prevention Tooikit”
(2014), available at hitp:/store.samhsa.gov/product/Opioid-Overdose-Prevention-Toolkit-
Updated-2014/SMA 14-4742

¢. Prescribe to Prevent, http://prescribetoprevent.org/pharmacists
Harm Reduction Cealition, http://harmreduction.org/issues/overdose-prevention/tools-best-

practices/od-kit-materials




Agenda Item: Adoption of Emergency Regulations for Controlled
Substance Registration for CSBs for purpose of Telemedicine
prescribing

Included in package:

¢ Copy of SB1009 (identical to HB1767)
* Draft amendments to regulations for controlled substances registration as

Board action:

* Motion to recommend to full board to amend 18VAC110-20-690, as
presented or as amended




VIRGINIA ACTS OF ASSEMBLY -- 2017 SESSION

CHAPTER 58

An Act 1o amend and reenact §§ 54.1-3303 and 54.1-3423 of the Code of Virginia. relating 1o practice
of telemedicine, prescribing,

IS 1009]
Approved February 20, 2017

Be it enacted by the General Assembly of Virginia:
1. That §§ 54.1-3303 and 54.1-3423 of the Code of Virginia are amended and reenacted as follows:

§ 54.1-3303. Prescriptions to be issued and drugs to be dispensed for medical or therapeutic
purposes only.

A. A prescription for a controlled substance may be issued only by a practitioner of medicine,
osteopathy, podiatry, dentistry or veterinary medicine who is authorized to prescribe contrelled
substances, or by a licensed nurse practitioner pursuant to § 54.1-2957.01, a licensed physician assistant
pursuant to § 54.1-2952.1, or a TPA-certified optometrist pursuant to Article 5 (§ 54.1.3222 et seq.) of
Chapter 32. The prescription shail be issued for a medicinal or therapeutic purpose and may be issued
only to persons or animals with whom the practitioner has a bona fide practitioner-patient relationship.

For purposes of this section, a bona fide practitioner-patient-pharmacist relationship is one in which a
practitioner prescribes, and a pharmacist dispenses, controlled substances in good faith to his patient for
a medicinal or therapeutic purpose within the course of his professional practice. In addition, a bona fide
practitioner-patient relationship means that the practitioner shall (i) ensure that a medical or drug hislory
is obtained; (i) provide information to the patient about the benefits and risks of the drug being
prescribed; (iii} perform or have performed an appropriate examination of the patient, either physically
or by the use of instrumentation and diagnostic equipment through which images and medical records
may be transmitted electronically; except for medical emergencies, the examination of the patient shall
have been performed by the practitioner himself, within the group in which he practices, or by a
consulting practitioner prior to issuing a prescription; and (iv) initiate additional interventions and
follow-up care, if necessary, especially if a prescribed drug may have serious side effects. A practitioner
who performs or has performed an appropriate examination of the patient required pursuant to clause
(i), either physically or by the use of instrumentation and diagnostic equipment through which images
and medical records may be transmitied electromically, for the purpose of establishing a bona fide
practitioner-patient relationship, may prescribe Schedule Il through VI controlled substances to the
patient, provided that the prescribing of such Schedule 1l through V controlled substance is in
compliance with federal requivements for the practice of telemedicine.

For the purpose of prescribing a Schedule VI controlled substance to a patient via telemedicine
services as defined in § 38.2-3418.16, a prescriber may establish a bona fide practitioner-patient
relationship by an examination through face-to-face interactive, two-way, real-time communications
services or store-and-forward technologies when all of the following conditions are met: (a) the patient
has provided a medical history that is available for review by the prescriber; (b) the prescriber obtains
an updated medical history at the time of prescribing; (c) the prescriber makes a diagnosis at the time of
prescribing; (d) the prescriber conforms to the standard of care expected of in-person care as appropriate
to the patient's age and presenting condition, including when the standard of care requires the use of
diagnostic testing and performance of a physical examination, which may be carried out through the use
of peripheral devices appropriate to the patient's condition; (e) the prescriber is actively licensed in the
Commonwealth and authorized to prescribe; (f) if the patient is a member or enrollee of a health plan or
carrier, the prescriber has been credentialed by the health plan or carrier as a participating provider and
the diagnosing and prescribing meets the qualifications for reimbursement by the health plan or carrier
pursuant to § 38.2-3418.16; and (g) upon request, the prescriber provides patient records in a timely
manner in accordance with the provisions of § 32.1-127.1:03 and all other state and federal laws and
regulations. Nothing in this paragraph shall permit a prescriber to establish a bona fide
practitioner-patient relationship for the purpose of prescribing a Schedule VI controlled substance when
the standard of care dictates that an in-person physical examination is necessary for diagnosis. Nothing
in this paragraph shall apply to: (1) a prescriber providing on-call coverage per an agreement with
another prescriber or his prescriber's professional entity or employer; (2) a prescriber consulting with
another prescriber regarding a patient's care; or (3) orders of prescribers for hospital out-patients or
in-patients.

Any practitioner who prescribes any controlled substance with the knowledge that the controlled
substance will be used otherwise than medicinally or for therapeutic purposes shall be subject 10 the
criminal penalties provided in § 18.2-248 for violations of the provisions of law relating to the
distribution or possession of controlled substances.
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B. In order to determine whether a prescription that appears questionable to the pharmacist results
from a bona fide practitioner-patient relationship, the pharmacist shall contact the prescribing practitioner
or his agent and verify the identity of the patient and name and quantity of the drug prescribed. The
person knowingly filling an invalid prescription shall be subject to the criminal penalties provided in
§ 18.2-248 for violations of the provisions of law relating to the sale, distribution or possession of
controlled substances.

No prescription shall be filled unless there is a bona fide practitioner-patient-pharmacist relationship.
A prescription not issued in the usual course of treatment or for authorized research is not a valid
prescription. .

C. Notwithstanding any provision of law to the contrary and consistent with recommendations of the
Centers for Disease Control and Prevention or the Department of Health, a practitioner may prescribe
Schedule VI antibiotics and antiviral agents to other persons in close contact with a diagnosed patient
when (i) the practitioner meets all requirements of a bona fide practitioner-patient relationship, as
defined in subsection A, with the diagnosed patient; (i) in the practitioner's professional judgment, the
practitioner deems there is urgency to begin treatment to prevent the transmission of a communicable
disease; (iii) the practitioner has met all requirements of a bona fide practitioner-patient relationship, as
defined in subsection A, for the close contact except for the physical examination required in clause (iii)
of subsection A; and (iv) when such emergency treatment is necessary to prevent imminent risk of
death, life-threatening illness, or serious disability.

D. A pharmacist may dispense a controlled substance pursuant to a prescription of an out-of-state
practitioner of medicine, osteopathy, podiatry, dentistry, optomeny, or veterinary medicine, a nurse
practitioner, or a physician assistant authorized to issue such prescription if the prescription complies
with the requirements of this chapter and the Drug Control Act (§ 54.1-3400 et seq. ).

E. A licensed nurse practitioner who is authorized to prescribe controlled substances pursuart o
§ 54.1-2957.01 may issue prescriptions or provide manufacturers’ professional samples for controlled
substances and devices as set forth in the Drug Control Act (§ 54.1-3400 et seq.) in good faith to his
patient for a medicinal or therapeutic purpose within the scope of his professional practice.

F. A licensed physician assistant who is authorized to prescribe controlled substances pursuant to
§ 54.1-2952.1 may issue prescriptions or provide manufacturers’ professional samples for controlled
substances and devices as set forth in the Drug Control Act (§ 54.1-3400 et seq.} in good faith to his
patient for a medicinal or therapeutic purpose within the scope of his professional practice.

G. A TPA-certified optometrist who is authorized to prescribe controlled substances pursuant to
Article 5 (§ 54.1-3222 et seq) of Chapter 32 may issue prescriptions in good faith or provide
manufacturers' professional samples 10 his patients for medicinal or therapeutic purposes within the
scope of his professional practice for the drugs specified on the TPA-Formulary, established pursuant 1o
§ 54.1-3223, which shall be limited to (i) analgesics included on Schedule 11 controlled substances as
defined in § 54.1-3448 of the Drug Control Act (§ 54.1-3400 et seq.) consisting of hydrocodone in
combination with acetaminophen; (ii) oral analgesics included in Schedules 111 through VI, as defined in
§§ 54.1-3450 and 354.1-3455 of the Drug Control Act (§ 54.1-3400 et seq.), which are appropriate to
relieve ocular pain; (iii) other oral Schedule V1 controlled substances, as defined in § 54.1-3455 of the
Drug Control Act, appropriate to treal diseases and abnormal conditions of the human eve and its
adnexa; (iv) topically applied Schedule VI drugs, as defined in § 54.1-3455 of the Drug Control Act;
and (v) intramuscular administration of epinephrine for treatment of emergency cases of anaphylactic
shock.

H. The requirement for a bona fide practitioner-patient relationship shall be deemed to be satisfied by
a member or committee of a hospital's medical staff when approving a standing order or protocol for the
administration of influenza vaccinations and pneumococcal vaccinations in a hospital in compliance with

§32.1-126.4.
§ 54.1-3423. Board to issue registration unless inconsistent with public interest; authorization to

conduct research; application and fees.

A. The Board shall register an applicant to manufacture or distribute controlled substances included
in Schedules | through V unless it determines that the issuance of that registration would be inconsistent
with the public interest. In determining the public interest, the Board shall consider the foHowing

factors:
t. Maintenance of effective controls against diversion of controlled substances into other than

tegitimate medical, scientific, or industrial channels;
2. Compliance with applicable state and focal law:
3. Any convictions of the applicant under any federal and state laws relating to any controlled

substance:
4. Past experience in the manufacture or distribution of controlled substances, and the existence in

the applicant's establishment of effective controls against diversion;
5. Furnishing by the applicant of false or fraudulent material in any application filed under this

chapter,
6. Suspension or revocation of the applicant's federal registration to manufacture, distribute, or
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dispense controiled substances as authorized by federal law; and

7. Any other factors relevant to and consistent with the public health and safety.

B. Registration under subsection A does not entitle a registrant to manufacture and distribute
controlled substances in Schedule 1 or 1] other than those specified in the registration.

C. Practitioners must be registered to conduct research with controlled substances in Schedules 1
through V1. Practitioners registered under federal law to conduct research with Schedule | substances
may conduct research with Schedule | substances within this Commonwealth upon furnishing the
evidence of that federal registration,

D. The Board may register other persons or entities to possess controlled substances listed on
Schedules 11 through VI upon a determination that (1) there is a documented need, (ii) the issuance of
the registration is consistent with the public interest, (iii) the possession and subsequent use of the
controlled substances complies with applicable state and federal laws and regulations, and (iv) the
subsequent storage, use, and recordkeeping of the controlled substances will be under the general
supervision of a licensed pharmacist, practitioner of medicine, osteopathy, podiatry, dentistry or.
veterinary medicine as specified in the Board's regulations. The Board shall consider, at a minimum, the
factors listed in subsection A of this section in determining whether the registration shall be issued.
Notwithstanding the exceptions listed in § 54.1-3422 A, the Board may mandate a controlled substances
registration for sites maintaining certain types and quantities of Schedules I through VI controlled
substances as it may specify in its regulations. The Board shall promulgate regulations related to
requirements or criteria for the issuance of such controlled substances registration, storage, security,
supervision, and recordkeeping.

E. The Board may register a public or private animal shelter as defined in § 3.2-6500 to purchase,
possess, and administer certain Schedule 11-VI controlled substances approved by the State Veterinarian
for the purpose of euthanizing injured, sick, homeless, and unwanted domestic pets and animals; and to
purchase, possess, and administer certain Schedule VI controlled substances for the purpose of
preventing, controlling, and treating certain communicable diseases that failure to control would result in
transmission to the animal population in the shelter, The drugs used for euthanasia shall be administered
only in accordance with protocols established by the State Veterinarian and only by persons trained in
accordance with instructions by the State Veterinarian. The list of Schedule V1 drugs used for treatment
and prevention of communicable diseases within the shelter shall be determined by the supervising
veterinarian of the shelter and the drugs shall be administered only pursuant to written protocols
established or approved by the supervising veterinarian of the shelter and only by persons who have
been trained in accordance with instructions established or approved by the supervising veterinarian. The
shelter shall maintain a copy of the approved list of drugs, written protocols for administering, and
training records of those persons administering drugs on the premises of the shelter.

F. The Board may register a crisis stabilization unit established pursuant to § 37.2-500 or 37.2-601
and licensed by the Department of Behavioral Health and Developmental Services to maintain a stock of
Schedule VI controlled substances necessary for immediate treatment of patients admitted to the crisis
stabilization unit, which may be accessed and administered by a nurse pursuant to a written or oral order
of a prescriber in the absence of a prescriber. Schedule II through Schedule V controlled substances
shall only be maintained if so authorized by federal law and Board regulations.

G. The Board may register an entity at which a patient is treated by the use of instrumentation and
diagnostic equipment through which images and medical records may be transmitted electronically for
the purpose of establishing a bona fide practitioner-patient relationship and is prescribed Schedule 11
through VI controlled substances when such prescribing is in compliance with federal requirements for
the practice of telemedicine and the patient is not in the physical presence of a practitioner registered
with the US. Drug Enforcement Administration. In determining whether the registration shall be issued,
the Board shall consider (i) the factors listed in subsection A, (ii) whether there is a documented need
Jor such registration, and (iii) whether the issuance of the registration is consistent with the public
interest,

f. Applications for controlled substances registration certificates and renewals thereof shall be made
on a form prescribed by the Board and such applications shall be accompanied by a fee in an amount to
be determined by the Board.

H- [ Upon (i) any change in ownership or control of a business, (ii) any change of location of the
controlled substances stock, (iii) the termination of authority by or of the person named as the
responsible party on a controled substances registration, or (iv) a change in the supervising practitioner,
if applicable, the registrant or responsible party shall immediately surrender the registration. The
registrant shall, within 14 days following surrender of a registration, file a new application and, if
applicable, name the new responsible party or supervising practitioner,

2. That an emergency exists and this act is in force from its passage,
3. That the Board of Pharmacy shall promulgate regulations to implement the provisions of this
act to be effective within 280 days of its enactment.




DRAFT

Emergency Regulations for Issuance of CSR to a Community Services Board entity for
purposes of telemedicine prescribing (SB1009 & HB1767)

I8VACT10-20-690. Persons or Entities Authorized or Required to Obtain a Controlled
Substances Registration.

A. A person or entity which maintains or intends to maintain a supply of Schedule IT through
Schedule VI controlled substances, other than manufacturers' samples, in accordance with
provisions of the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia) may apply for a
controlled substances registration on forms approved by the board.

B. Persons or entities which may be registered by the board shall include, but not be limited to,
hospitals without in-house pharmacies, nursing homes without in-house pharmacies that use
automated drug dispensing systems, ambulatory surgery centers, outpatient clinics, alternate
delivery sites, crisis stabilization units, and emergency medical services agencies provided such
persons or entities are otherwise authorized by law and hold required licenses or appropriate
credentials 1o administer the drugs for which the registration is being sought.

C. In determining whether to register an applicant, the board shall consider factors listed in
subsections A and D of § 34.1 -3423 of the Code 01 Vlrgmla and compl:ance with applicable

requirements of this chapter,

1. The proposed location shall be ihspecled by an authorized agent of the board prior to
issuance of a controlled substances registration.

2. Controlled substances registration applications that indicate a requested inspection date, or
requests that are received afier the application is filed, shall be honored provided a 14-day

notice is allowed prior 1o the requested inspection date.

3. Requested inspection dates that do not allow a 14-day notice to the board may be adjusted
by the board to provide 14 days for the scheduling of the inspection.

4. Any person wishing to change an approved location of the drug stock, make structural
changes to an existing approved drug storage location, or make changes 1o a previously
approved security system shall file an application with the board and be inspected.

5. Drugs shall not be stocked within the proposed drug storage location or moved to a new
location until approval is granted by the board.

D. The application shall be signed by a person who will act as a responsible party for the
controlled substances. The responsible party may be a prescriber, nurse, pharmacist, or pharmacy




technician for alternate delivery sites or other person approved by the board who is authorized to
administer the controlled substances.

E. The board may require a person or entity to obtain a controlled substances registration upon a
determination that Schedule Il through VI controlled substances have been obtained and are
being used as common stock by multiple practitioners and that one or more of the following

factors exist;

1. A federal, state, or local government agency has reported that the person or entity has made
large purchases of controlled substances in comparison with other persons or entities in the
same classification or category.

2. The person or entity has experienced a diversion, theft, or other unusual loss of controlled
substances which requires reporting pursuant to § 54.1-3404 of the Drug Control Act.

3. The person or entity has failed to comply with recordkeeping requirements for controlled
substances.

4. The person or entity or any other person with access 1o the common stock has violated any
provision of federal, state, or local law or regulation relating to controlled substances.

F. The board may issue a controlled substance registration to an entity at which a patient is being
treated by the use of instrumentation and diagnostic equipment through which images and
medical records may be transmitied electronically for the purpose of establishing a bona fide
practitioner-patient relationship and is being prescribed Schedule 11 through VI controlled
substances when such prescribing is in compliance with {ederal requirements for the practice of
telemedicine and the patient is not in the physical presence of a practitioner registered with the

U.S. Drug Enforcement Administration, provided:

1. There is a documented need for such registration, and issuance of the registration of the
entity is consistent with the public interest;

2. The entity is under the general supervision of a licensed pharmacist. practitioner of
medicine, osteopathy, podiatry, dentistry or veterinary medicine; and

3. The application is signed by a person who will act as the responsible party for the entity for
the purpose of compliance with provisions of this subsection. The responsible party shall be a
preseriber, nurse, pharmacist, or other person who is authorized by provisions of § 54.1-3408
of the Code of Virginia to administer controlled substances.




Agenda Item: Periodic Review of Regulations

Included in your agenda package are:

A copy of the Appendix, showing amendments considered during periodic review
at meeting of Regulation Committee on November 3, 2015

A copy of the amendments recommended by the Regulation Committee at meeting
on February 28, 2017

Staff Note: The Board adopted a NOIRA which was published on July 11, 2016
with a comment period until August 10, 2016. There were 5 comments; none

relating fo sections being amended at this meeting.
Included in the NOIRA was a recommendation to divide Chapter 20 into two

chapters: 1) Governing the Licensure of Pharmacists and Registration of
Pharmacy Technicians; and 2) Governing the Practice of Pharmacy

Board action:

Recommendation of the Regulation Committee to adopt amendments to
regulations for pharmacies and medical equipment providers
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Board of Pharmacy Regulation Committee Meeting
Periodic Regulatory Review
November 3, 2015

FINAL/APPROVED
Attachment 1

¥ | Continuing Medical Education™
the current title for this type of CE
cept board-approved CE programs
ng live CE and having ability 1o carry over
hours into subsequent year, but concluded atutory amendment would be necessary. Staff
will research what other state boards ofgarmacy may require live CE.
* Committee discussed recommendail¥ for requiring CE annually in the subject of opioids.
Statutory ability to specify topic ¢ CE annually also discussed. No final recommendation

was made,

¢ Suggested wording in (B) (2} be changed from “Categ

1o “American Medical Association” which appear
* Consider striking ability for board to approve
+ Committee discussed recommendations for

ing education programs
ity for board to approve CE programs.

18VAC110-20-100 Approval of co )
» Suggestion 10 remove g

PART Il Requirements For Phgfilacy Technician Registration

for approval of training programs

18VAC110-20-102 Cri
uding training program approval number to be printed on centificate awarded by

*  Consider

7 requiring copy of sample certificate with application for approval of training
and requirement to notify board of changes to certificate.

7106 Requirements for continued competency
onsider changing “certificates™ to “documentation” in both sentences of subsection 1.

PART 1V Pharmacies

18VAC110-20-110 Pharmacy permits generally

» Consider specifying minimum number of hours PIC must practice at the Jocation listed on the

pharmacy permit application
Consider requiring minimum number of years of experience for PIC eligibility. There was

discussion for a possible ability for exceptions, but no final recommendation made.

18VAC110-20-130 Pharmacy closings; going out of business; change of ownership
¢ Clarify requirements for acquisitions with regard to mspection and inventory

*  Consider requirement for inspection during change of ownership.

18VAC110-20-140 New pharmacies, acquisitions and changes to existing pharmacies
*  Clarify requirements for acquisitions with regard to inspection and inventory
¢ Consider amending to allow Board to rescind pharmacy permit if not opened within 60 days
of issuing permit. Concern raised that board counsel may recommend criteria if the term

“may” 1s used as proposed in the agenda packet.
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Board of Pharmacy Regulation Committee Meeting
Periodic Regulatery Review
November 3, 2015

FINAL/APPROVED
Attachment 1

18VAC110-20-150 Physical standards for ali pharmacies
Consider specifying acceptable refrigeration facilities based on CDC guidance for vaccine

storage, require calibrated thermometer, weekly temperature logs or documentation,
exemption of sink requirement if pharmacy does not stock prescription drugs.

[ 2

18VAC110-20-180 Security system
Consider requiring security system to have at least one hard wired communication method for

transmitting breach as is required for wholesale distributors.

»  Consider clarifying that monitoring entity shall notify PIC or pharmacist practicing at the
pharmacy; simply notifying non-pharmacist manager is insufficient. Committee discussed
whether pharmacist must practice at the pharmacy or if acceptable to notify district supervisor
pharmacist who does not necessarily practice at location. No final recommendation made.

* Discussed whether regulation should clarify how long security system auxiliary source of
power must last, but concluded that it may be problematic to address this issue.

18VAC110-20-200 Storage of drugs, devices, and controlled paraphernalia; expired drugs

*  Add language from Guidance Document 110-40 regarding dispersion of Schedule {1 drugs
Discussed clarifying subsection D to include old chemicals used for compounding, but concluded
that the board should consider adopting guidance indicating subsection D includes old chemicals
and that it will be a violation of this regulation to use old chemicals that exceed the expiration

date that is assigned based on USP standards.

PART X111 Other Institutions and Facilities

18YAC110-20-580 Humane societies and animal shelters
* Amend regulation based on recent amendments to §54.1-3423 changing tenm for humane

societies to public or private animal shelters.

PART XV Medical Equipment Suppliers

I8VAC110-20-630 Issuance of a permit as a medical equipment supplier
*  Add language to regulation that applications must inclide name of responsible party

* Requirement to notify the Board within 14 days of a change in the responsible party

18VAC110-20-680 Medical equipment suppliers

* Consider adding language from Guidance Document 110-19 for MES to transfer prescriptions based

on amended handout,
Consider adding requirement to provide Board with hours of operation and notification to board and

public when hours change,

PART XVI Controlled Substance Registration for Other Persons or Entities
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Periodic Regulatory Review, Draft Amendments to Parts IV, X111 - XV of Regulations
Governing the Practice of Pharmacy, chapter 20

Part 1V. Pharmacies

18VAC110-26-110. Pharmacy permits generally.

A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in charge of more
than two pharmacies.

B. A pharmacist shall not be eligible to serve as PIC unti] after having obtained a minimum of two
years of experience practicing as a pharmacist in Virginia or another state, The board may grant an
exception to the minimum number of vears of experience for good cause shown.

B-C. The pharmacistin-charge-(PIC) PIC or the pharmacist on duty shall control all aspects of the

practice of pharmacy. Any decision overriding such control of the PIC or other pharmacist on duty
shall be deemed the practice of pharmacy and may be grounds for disciplinary action against the

pharmacy permit.

&-D. When the PIC ceases practice at a pharmacy or no longer wishes to be designated as PIC,
he shall immediately return the pharmacy permit to the board indicating the effective date on

which he ceased to be the PIC.

B:E. Although not required by law or regulation, an outgoing PIC shall have the opportunity to
take a complete and accurate inventory of all Schedule 11 through V controlled substances on
hand on the date he ceases 1o be the PIC, unless the owner submits written notice to the board
showing good cause as to why 1his -opportunity sh_e_uld not be allowed.

£, APIC who is absent from pracnce for more Ihan 30 consecutive days shall be deemed to no
longer be the PIC. Pharmacists- m-charge having knowledge of upcoming absences for longer
than 30 days shall be responsible for notifying the board and returning the permit. For
unanticipated absences by the PIC, which exceed 15 days with no known return date within the
next 15 days, the owner shall immediately notify the board and shall obtain a new PIC.

E:G. An application for a permit designating the new PIC shall be filed with the required fee
within 14 days of the original date of resignation or termination of the PIC on a form provided by
the board. It shall be unlawful for a pharmacy to operate without a new permit past the 14-day
deadline unless the board receives a request for an extension prior to the deadline. The executive
director for the board may grant an extension for up to an additional 14 days for good cause

shown,

&:H. Only one pharmacy permit shall be issued to conduct a pharmacy occupying the same
designated prescription depariment space. A pharmacy shall not engage in any other activity
requiring a license or permit from the board, such as manufacturing or wholesale-distributing,
out of the same designated prescription department space.




H:]. Before any permit is issued, the applicant shall attest 1o compliance with all federal, state
and local laws and ordinances. A pharmacy permit shall not be issued to any person to operate
from a private dwelling or residence after September 2, 2009.

18VAC110-20-111. Pharmacy technicians.

18VAC110-20-120. Special or limited-use pharmacy permits.

I8VAC110-20-121. Innovative program approval.

18VAC110-20-130. Pharmacy closings; going out of business; change of ownership.
I8VACI110-20-135. Change of hours in an existing p!aa_rmacy.

18VAC110-20-140. New pharmacies, acquisiti_(_)_l_l,_s.an(.l changes to existing pharmacies.

A. Any person wishing to open a new pharmacy, =¢ngage in the acquisition of an existing
pharmacy, change the location of an existing pharmacy, move the location or make structural
changes to an existing prescription department, or make changes 1o a previously approved security
system shall file an application with the board. E

B. In the acquisition of an existing pharmacy, if prescription records are to be accessible to
anyone for purposes other than for continuity of pharmacy services at substantially the same
level offered by the previous owner or for the necessary transfer of prescription records, the
owner of the pharmacy acquiring the records shall disclose such information in writing to each
patient 14 days prior to the acquisition. Such release of prescription records shall be allowed only
to the extent authorized by §32.1-127.1:03 of the Code of Virginia.

C. Althougb a closing inventory is not required, a complete and accurate inventory shal] be taken
of all Schedule 11 through V controlled substances on hand, in accordance with §54.1-3404. on
the date the pharmacist first engages in business under the new ownership. Inventories
assoctated with any change in PIC shall also be performed in accordance with 1I8VAC110-20-

110.

&:D. The proposed location or _g_tructura] changes shall be inspected by an authorized agent of the
board prior to issuance of a permit.

1. Pharmacy permit applications which indicate a requested inspection date, or requests which
are received after the application is filed, shall be honored provided a 14-day notice is allowed
prior 1o the requested inspection date.

2. Requested mspection dates which do not allow a 14-day notice to the board may be adjusted
by the board to provide 14 days for the scheduling of the inspection.

3. At the time of the inspection, the dispensing area shall comply with 18VAC110-20-150,
18VACH10-20-160, 18VAC110-20-170, 18VAC110-20-180, and 18VAC110-20-190.




4. If an applicant substantially fails to meet the requirements for issuance of a permit and a
reinspection is required, or if the applicant is not ready for the inspection on the established date and
fails 1o notify the inspector or the board at least 24 hours prior to the inspection, the applicant shall
pay a reinspection fee as specified in 18 VAC 1'10-20-20 prior to a reinspection being conducted.

B-E. Drugs shall not be stocked within the proposed pharmacy or moved 10 a new Jocation until
approval is granted by the inspector or board staff.

E:l. Once the permit is issued, prescription drugs may not be stocked earlier than two weeks
prior to the designated opening date. Once prescription drugs have been placed in the pharmacy,
a pharmacist shall be present on a daily basis to ensure the safety and integrity of the drugs. If
there is a change in the designated opening date, the pharmacy shall notify the board office, and
a pharmacist shall continue to be on site on a daily basis.

G. If the pharmacy is not operational within 90 days from the date the permit is issued. the board
shall rescind a pharmacy permit unless an extension is granted for good cause shown.

18VAC110-20-150. Physical standards for all pha-rmacies._ :

A. The prescription department shall not be less than 240 square feet. The patient waiting area or
the area used for counseling, devices, cosmetics, and proprletary medicines shall not be
considered a part of the minimum 240 square feet, The totaf area shall be consistent with the size

and scope of the services proyided.

B. Access 1o stock rooms, rest rooms, and other areas other than an office that is exclusively used
by the pharmacist shall not be through the prescription department. A rest room in the
prescription department, used exclusively by pharmacists and personnel assisting with
dispensing functions, may be allowed provided there is another rest room outside the prescription
department available to other employees and the public. This subsection shall not apply to
prescription depariments in existence prior to November 4, 1993,

C. The pharmacy shall be constructed of permanent and secure materials. Trailers or other
moveable facilities or temporary construction shall not be permitted.

D. The entire arca of the location of the pharmacy practice, including all areas where drugs are
stored shall be well lighted and well ventilated; the proper storage temperature shall be
maintained to meet U.S.P.-N.F. specifications for drug storage,

L. The prescription department counter work space shall be used only for the compounding and
dispensing of drugs and necessary record keeping.

F. A sink with hot and cold running water shall be within the prescription department. A
pharmacy issued a limited-use permit that does not stock prescription drugs as part of its
operation is exempt from this requirement.




G. Adequate refrigeration facilities equipped with a monitoring thermometer for the storage of
drugs requiring cold storage temperature shall be maintained within the prescription department,

if the pharmacy stocks such drugs.

H. A pharmacy stocking drugs requiring cold storage temperature shall record the temperature
daily and adjust the thermostat as necessary (o ensure appropriate temperature range, The record
shall be maintained manually or electronically for a period of two vears.

I8VAC110-20-160. Sanitary conditions.
18VAC110-26-170. Required minimum equipment or resouréés.

I8VAC110-20-180. Security system.

A. A device for the detection of breaking shall be installed in each prescription department of
cach pharmacy. The installation and the device shall be based on accepted alarm industry
standards, and shall be subject to the following conditions:

1. The device shall be a sound, microwave, photoelectr:c ultrasonic, or any other generally
accepted and suitable device. . .

2. The device shall have at least one hard-wired communication method, be monitored in
accordance with accepted industry standards, maintained in operating order, have an auxiliary
source of power, and be capable of sending an alarm signal to the monitoring entity when
breached if the communication line is not operational.

3. The device shall fully protect the prescription department and shall be capable of detecting
breaking by any means when activated.

4. Access to the alarm system for the prescription department area of the pharmacy shall be
restricted to the pharmacists working at the pharmacy, except for access by other persons in
accordance with 18VAC110-20-190 B 2, and the system shall be activated whenever the
prescription department is closed for business.

5. The alarm system shall include a feature bv which anv breach in the alarm shall be
communicated by the monitoring entity to the PIC or a pharmacist working at the pharmacy.

B. Exceptions to provisions in this section;

1. Alarm systems approved prior to November 4, 1993, will be deemed to meet the requirements
of subdivisions A 1, 2, and 3 of this section, provided that no structural changes are made in the
prescription department, that no changes are made in the security system, that the prescription
department is not closed while the rest of the business remains open, and that a breaking and loss
of drugs does not occur. If a breaking with a loss of drugs occurs, the pharmacy shall upgrade the
alarm to meet the current standards and shall file an application with the board in accordance
with 18VAC110-20-140 A within 14 days of the breaking.




2. If the prescription department was Jocated in a business with extended hours prior 1o
November 4, 1993, and had met the special security requirements by having a floor to ceiling
enclosure, a separately activated alarm system shall not be required.

3. This section shall not apply to pharmacies which are open and staffed by pharmacists 24 hours
a day. If the pharmacy changes its hours or if it must be closed for any reason, the PIC or owner

must immediately notify the board, file an application in accordance with 18VAC110-20-140 A,
and have installed prior 1o closing, a security system that meets the requirements of subdivisions

A 1 through 4 of this section,

18VAC110-20-190. Prescription department enclosures; access to prescription department.
18VAC110-20-200. Storage of drugs, devices, and controlled paraphernalia; expired drugs.

A. Prescriptions awaiting delivery. Prescriptions prepared for delivery to the patient may be
placed in a secured area outside of the prescription department, not accessible to the public,
where access to the prescriptions is restricted to individuals designated by the pharmacist. With
the permission of the pharmacist, the prepared prescriptions may be transferred to the patient at a
time when the pharmacist is not on duty. If a prescription is delivered at a time when the
pharmacist is not on duty, written procedures shall be established and followed by the pharmacy
which detail security of the dispensed prescriptions and a method of compliance with counseling
requirements of § 54.1-3319 of the Code of Virginia. Additionally, a log shall be made and
maintained of all prescriptions delivered to a patient when a pharmacist is not present to include the
patient's name, prescription number(s), date of delivery, and the signature of the person receiving
the prescription. Such log shall be maintained for a perlod of one year.

B. Dispersion of Schedule II drugs. Scheduie 1 drugs shall either be dispersed with other
schedules of drugs or shall be maintained within a securely locked cabinet, drawer, or safe, or
maintained in a manner that combines the two methods for storage. The cabinet, drawer, or safe
may remain unlocked during hours that the prescription department is open and a pharmacist is on

duty.

C. Safeguards for controlled paraphernalia and Schedule VI medical devices. Controlled
paraphernalia and Schedule VI medical devices shall not be placed in an area completely
removed from the prescription department whereby patrons will have free access to such items or
where the pharmacist cannot exercise reasonable supervision and control.

D. Expired, or otherwise adulterated or misbranded drugs; security. Any drug which has
exceeded the expiration dale, or is otherwise adulterated or misbranded, shall not be dispensed or

sold; 1t shall be separated from the stock used for dispensing. Expired prescription drugs shall be
maintained in a designated area within the prescription department until proper disposal.

18VAC110-20-210. Disposal of drugs by pharmacies.

18VAC110-20-211. Disposal of drugs by authorized collectors.




Part XI11. Other Institutions and Facilities

18VAC110-20-576. Drugs in infirmaries/first aid rooms,
18VAC110-20-580. Humanesocieties-and-animal Animal shelters.

A humane society or animal shelter, after having obtained the proper registrations pursuant to
state and federal laws, may purchase, possess and administer controlled substances in accordance
with provisions of §54.1-3423 of the Code of Virginia provided that these procedures are

followed:

I. Drugs ordered by a humane-secietyr-er-public or privale a;n'_i.ma.l shelter as defined in § 3.2-6500
shall only be stored and administered at the address of the humane-soeiety-or shelter.

2. A veterinarian shall provide general supervision for the facility and shall provide and certify
training in accordance with guidelines set forth by the State Veterinarian to the person(s)
responsible for administration of the drugs. Certification of training signed by the veterinarian
providing the training shall be maintained at the facility for each person administering drugs and
must be retained for not less than two years after the person ceases administering.

3. The person in charge of administration_.o.f drugs for the facility shall obtain the required permit
and controlled substances registration from the board and shall be responsible for maintaining
proper security and required records of all controlled substances obiained and administered.

a. If that person ceases employment with the facility or relinguishes his position, he shall
immediately return the registration to the board and shall take a complete and accurate inventory

of all drugs in stock.

b. An application for a new registration shall be filed with the required fee within 14 days on a
form provided by the board. At that time, the new responsible person shall take a complete and
accurate inventory of all drugs in stock,

4. Drugs shall be siored in a secure, ]ocked:piace and only the person(s) responsible for
administering may have access to the drugs.

5. All invoices and order forms shall be maintained for a period of two years.
6. Complete and accurate records shall be maintained for two years on the administration of the

drug. The record shall show the name and strength of the drug, date of administration, the
species of the animal, the weight of animal, the amount of drug administered and the signature of

the person administering the drug.

I18VAC110-20-590. Drugs in correctional facilities.




Part XIV. Exempted Stimulant or Depressant Drugs and Chemical Preparations

18VAC110-20-600. Excluded substances.
18VAC110-20-610. Exempted chemical preparations,
18VAC110-20-620. Exempted prescription products,
18VAC110-20-621. Exempted anabelic steroid products,

18VAC110-20-622. Excluded veterinary anabolic steroid _i_lppl.ant products.

Part XV. Medical Equipment Suppliers.

18VAC110-20-630. Issuance of a permit as 2 medical equipment supplier.

A. Any person or entity desiring to obtain a permit as a medical equipment supplier shall file an
application with the board on a form approved by the board. An application shall be filed for a new
permil, or for acquisition of an existing medical equipment supplier. The application shall designate
the hours of operation the location will be open to service the public and shall be signed by a

person who works at the locatlon address on Ihe apnhcahon and will act as a responsible party

for that location,

B. Any change in the hours of operation expected to last for more than one week shall be
reported to the board in writing and a notice posted, at least 14 days prior to the anticipated
change, in a conspicuous place to the public,

1. Such notification of a change in hours of operation is not reauired when the change is
necessitated by emergency circumstances bevond the control of the owner or when the change
will resull in an expansion of the current hours of operation.

2. If'the medical equipment supplier is unable to post the change in hours 14 days in advance. the
responsible party or owner shall ensure the board is notified as soon as he knows of the change
and disclose the emergency circumstances preventing the required notification.

C. Within 14 days of a change in the responsible party assigned to the permit, the outgoing
responsible party shall inform the board, and a new application shall be submitied indicating the

name of the new responsible partv.

BD. A permit holder proposing (o change the location of an existing license or permit or make
structural changes to an existing location shall file an application for approval of the changes
following an inspection conducted by an authorized agent of the board.
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€E. A permit shall not be issued to any medical equipment supplier to operate from a private
dwelling or residence or to operate without meeting the applicable facility requirements for
proper storage and distribution of drugs or devices. Before any license or permit is issued, the
applicant shall demonstrate compliance with all federal, state and local laws and ordinances.

18VAC110-20-640 through 18VAC110-20-670. (Repealed.)

18VAC110-20-680. Medical equipment suppliers.

A. A medical equipment supplier's location shall be inspected by the board prior to engaging in
business. The location shall be clean and sanitary and shall have a system of temperature control
to provide for specified storage conditions for any Schedule VI drug or device,

B. Hypodermic needles and syringes and Schedule VI drugs shall not be placed on open display
OF in an open area where patrons will have access to such items. No Schedule VI devices shall be
placed in an area where responsible parties cannot exercise reasonable supervision and control.

C. A medical equipment supplier shall receive a valid order from a practitioner prior to
dispensing and shall maintain this order on file on the premises for a period of two years from
date of last dispensing. The original order may be kept at a centralized office as long as it is readily
retrievable within 48 hours and a copy of the order is kept on the premises of the dispensing
supplier. In lieu of a hard copy, an electronic image of an order may be maintained in an
electronic database provided it preserves and provides an exact image of the order that is clearly
legible and made available within 48 hours of a request by a person authorized by law to have
access 1o prescription information.

D. Medical equipment suppliers shall make a record at the time of dispensing. This record shall
be maintained on the premises for two years from date of dispensing and shall include:

1. Name and address of pa-ﬁént;
2. Item dispensed and quantity, if applicable; and

3. Date of dispensing.

E. A valid order authorizing the dispensing of drugs or devices mav be transferred from one
medical equipment supplier to another medical equipment supplier provided the order can be
filled or refilled. The transfer shall be communicated either orally by direct communication
between an individual at the transferring medical equipment supplier and the receiving medical
equipment supplier. or by facsimile machine or by electronic transmission.

1. The transferring medical equipment supplier shall:

a. Record the word "VOID" on the face of the invalidated order;




b. Record on the reverse of the invalidated order the name and address of the medical equipment
supplier to which it was transferred. the date of the transfer, and for an oral transfer, the name of
the individual receiving the prescription information and the name of the individual transferring

the information: and.

2. The receiving medical equipment supplier shall:

a, Write the word "TRANSFER" on the face of the iransferred prescription,

b. Provide all information required to be on a valid order to include:;

(1) Date of issuance of original order;

(2) Ortginal number of refills authorized on the original order;

(3) Date of original dispensing. if applicable;

{4) Number of valid refills remaining and date of last dispensing;

(5) Medical equipment supplier name and address from which the order information was
transferred; and

(6 Name of transferring individual. if transferred oraily.

3. Both the original and transferred order shall be maintained for a period of two years from the
date of last refill. In lieu of recording the required information on the hard copy of a valid order,
a medical equipment supplier may record all required information in an automated data
processing system used for storage and retrieval of dispensing information.

EF. A nonresident medical equipment supplier shall register and practice in accordance with §
54.1-3435.3:1 of the Code of Virginia.

Part XV1. Controlled Substances Registration for Other Persons or Entities.

18VAC110-20-685. Definitions for contrelled substances registration.

18VAC110-20-690, Persons or entities authorized or required to obtain a controlled
substances registration.

18VAC110-20-700, Requirements for supervision for controlled substances registrants.

18VAC110-20-710. Requirements for storage and security for controlled substances
registrants.

A. Drugs shall be stored under conditions which meet USP-NF specifications or manufacturers’
supgested storage for each drug.




B. Any drug which has exceeded the expiration date shall not be administered; it shall be
separated from the stock used for administration and maintained in a separate, locked area until

properly disposed.

C. If a controlled substances registrant wishes to dispose of unwanted or expired Schedule H 1
through VI drugs, he shall transfer the drugs to another person or entity authorized to possess and

1o provide for proper disposal of such drugs.

D. Drugs shall be maintained in a lockable cabinet, cart, device or other area which shall be
focked at all times when not in use. The keys or access code shall be restricted to the supervising
practitioner and persons designated access in accordance with 18VAC110-20-700 C.

E. In a facility not staffed 24 hours a day, the drugs shall be stored in a fixed and secured room,
cabinet or area which has a security device for the detection of breaking which meets the

following conditions:

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally
accepted and suitable device.

2. The installation and device shall be based on accepted alarm industry standards.

3. The device shall be maintained in operating order, have an auxiliary source of power, be
monitored in accordance with accepted industry standards, be maintained in operating order; and
shall be capable of sending an alarm signal to the rnomtorlng entity if breached and the

communication line is not operational.

4, The device shall fully protect all areas where prescription drugs are stored and shall be capable
of detecting breaking by any means when activated, =~

5. Access_ to the alarm sjféte_m shall be restricted to only designated and necessary persons, and
the system shall be activated whenever the drug storage areas are closed for business.

6. An alarm system is not required for researchers, animal control officers, humane societies,

alternate delivery sites as provided in 18VAC110-20-275, emergency medical services agencies
stocking only intravenous fluids with no added drug, and teaching institutions possessing only

Schedule VI drug.

18VAC110-20-720. Reguirements for recordkeeping,

18VAC110-20-725, Repackaging by a CSB, BHA, or PACE site.
18VAC110-20-726. Criteria for approval of repackaging fraining programs.
18VAC110-20-727. Pharmacists repackaging for clients of a CSB, BHA or PACE.

18VAC110-20-728. Drugs for immediate treatment in crisis stabilization units.
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18VAC110-20-730. Requirements for practitioner of medicine or esteopathy in free clinics.




Agenda Jtem: Adoption of Guidance Documents

1} New guidance on continuous hours of work and breaks (offers board
interpretation for compliance with new provisions of 18VAC110-20-110.)

2) Revised guidance on practice by a pharmacy technician trainee
(Discussed at a previous meeting to address issue of training programs that

may exceed 9 months in length)

Board Action:

Adoption of guidance documents as recommended by Regulation
Committee on February 28, 2017




Guidance Document: 110-39 Adopted: March 21, 2017

Virginia Board of Pharmacy

Guidance for Continuous Hours Worked by Pharmacists and Breaks

Regulations Governing the Practice of Pharmacy

18VACI10-20-110. Pharmacy permits generally.

B. Except in an emergency, a permit holder shall noi regu_iré a pharmacist to work longer than
12 continuous hours in any work day and shall allow ai least six hours of off-time benween
consecutive shifis. A pharmacist working [(mgef than six continuous hours shall be allowed io

take a 30-minute break.

The Board provides the following guidance regarding subsection B of Regulation 18VACI10-
20-110 which addresses continuous hours worked by pharmacists and 30-minute breaks:

*  While a permit holder cannot require a pharmacist to work longer than 12 continuous
hours in any work day, except in an emergency, a pharmacist may volunteer to work
longer than 12 continuous hours;

s A pharmacy may, but is not required to, close when a pharmacist is on break;

s If a pharmacy does not close, the pharmacist must ensure adequate security of the drugs
by taking his break within the prescription department or on the premises;

e The pharmac;lst on- duty must determme if pharmacy technicians or pharmacy interns
may continue to_perform duties and 1f he is able to provide adequate supervision.
Pharmacy technicians shall never perform duties otherwise restricted to a pharmacist;

« If the pharmacy remains open, only prescriptions verified by a pharmacist pursuant to
Regulation 18VAC110-20-270 may be dispensed when the pharmacist is on break. An
offer to counsel must be extended pursuant to § 54.1-3319. Persons requesting to speak
with the pharmacist should be told that the pharmacist is on break, that they may wait o
speak with the pharmacist upon return, or provide a telephone number for the pharmacist
to contact them as soon as he or she returns from break. Pharmacists returning from
break should immediately attempt to contact persons requesting counseling and document

when counseling is provided.

Lua



Guidance document: 110-20 Revised: 3721/17

Virginia Board of Pharmacy

Practice by a Pharmacy Technician Trainee

Regulations of the Board of Pharmacy allow a person enrolled in a Board-approved pharmacy
technician training program to perform duties restricted to pharmacy technicians, for the purpose
of obtaining practical experience in accordance with § 54.1-3321 D of the Code of Virginia, for
no more than nine months without that person becoming registered as a pharmacy technician.
(See Regulations 18VACII0-20-101, 18VACI10-20-111, and definition of "pharmacy technician
trainee " in I8VACIIN-20-10)

At its meeting on June 12, 2012, the Board interpreted the restriction of nine meonths of practice
for a pharmacy technician trainee to mean nine consecutive months from the mnitial-enreliment

date~in the pharmacy technician trainee begins performing duties restricted to _a pharmacy
technician as part of a Board- approved pharmacy techmc;an trammg program fegafdkss—ei

éaﬁﬂg—%hese—ﬁme—meﬁﬂas For example, a pharmacy techmman trainee Wh&-&ﬁf@-“%-—lﬁ—ﬂ
pharmacy-technician-training-program completes the didactic or classroom portion of a training

program_and begins performing tasks restricted to a pharmacy technician on January 1%, The
technician may conduct tasks restricted to a pharmacy technician until October 1% of that year. If
he ceases enrollment in the pharmacy technician training program in March and enrolls in a
second pharmacy technician training program in July, he may still only perform tasks restricted
to a pharmacy technician until October 1* of that year. By that date, the trainee must either be
registered with the Board as a pharmacy technician or cease performing any tasks restricted to

pharmacy technicians.

18VACLIO-20-101, Application for registration as a pharmacy technician.

D. A pharmacy technician trainee may perform tasks reswricled 1o pharmacy technicians for no
more than nine months without becoming registered as a pharmacy technician.

18VACLHI0-20-111. Pharmacy technicians.

C. Every pharmacy that employs or uses a person enrolled in an approved pharmacy technician
training program pursuant to §54.1-3321 D of the Code of Virginia shall allow such person o
conduct tasks restricted to pharmacy rechnicians for no more than nine months without that
person becoming registered as a pharmacy technician with the board as set forth in I8VACI110-
20-101. Every pharmacy using such a person shall have documentation on site and available for
inspection showing that the person is currenily enrolled in an approved training program and the
start date for each pharmacy technician in training.

18VAC110-20-10 Definitions.

"Pharmacy lechnician irainee” means a person who is currently enrolled in an approved
pharmacy fechnician [raining program and is performing duties restricted to pharmacy

1
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Guidance document: 110-20 Revised: 3/21/17

rechnicians for the purpose of obiaining practical experience in accordance with § 54.1-3321 D
of the Code of Virginia.

§ 54.1-3321. Registration of pharmuacy technicians.

A. No person shall perform the duties of a pharmacy technician without first being registered as a
pharmacy technician with the Board Upon being registered with the Board as a pharmacy
technician, the following tasks may be performed:

1. The entry of prescription information and drug history imto a data system or other record
keeping system;

2. The preparation of prescription labels or patient information;

3. The removal of the drug to be dispensed from inventory,

4. The counting, measuring, or compounding of the drug to be dispensed,

5. The packaging and labeling of the drug to be dispensed and the repackaging thereof;

6. The stocking or loading of automated dispensing devices or other devices used in ihe
dispensing process;

7. The acceprance of refill authorizarion from a prescriber or his authorized agency, so long as

there is no change to the original prescription; and
8. The performance of any other task restricted to pharmacy technicians by the Board's

reguleations.

B. To be registered as a pharmacy technician, a person shall submit satisfaciory evidence thai he
is of good moral character and has satisfactorily completed a training program and examination
that meet the criteria approved by the Board in regulation or that he holds current certification
from the Pharmacy Technician Certification Board.

C. A pharmacy intern may perform the duties set forth for pharmacy technicians in subsection A
when registered with the Board for the purpose of gaining the practical experience required 1o
apply for licensure as a pharmacist,

D. In addition, a person enrolled in an approved training program for pharmacy technicians may
engage in the acts set forth in subsection 4 for the purpose of obtaining practical experience
required for registration as a pharmacy technician. so long as such activities are directly
monitored by a supervising pharmacisl.

E. The Board shall promulgate regulations establishing reguirements for evidence of continued
campetency as a condition of renewal of a registration as a pharmacy technician.

F. The Board shall waive the initial registration fee and the first examination fee for the Board-
approved examination for a pharmacy technician applicant who works as a pharmacy technician
exclusively in a free clinic pharmacy. If such applicant fails the examination, he shall be
responsible for any subsequent fees fo retake the examination. A person registered pursuant lo
this subsection shall be issued a limited-use registration. A pharmacy technician with a limited-
use registration shall not perform pharmacy technician tasks in any setting other than a free
clinic pharmacy. The Board shall also waive renewal fees for such limited-use registrations. A
pharmacy technician with a limited-use registration may convert 10 an unlimited registration by

paving the current renewal fee.




Agenda Item: Regulatory Action — Adoption of Fast-track
regulations

Partial Fill of Schedule II Drugs

Included in agenda package:

. Copy of amendment to regulation: 18VACI110-20- 310y atong oy
renedent s'f_cﬁ‘\m’\ of WS Code angl a.ww_,ncﬂmud-r
Xz Code sSectinn Q.Q(’rud‘é—é M e Lederat CARA Aca,

Staff note:. The Regulation Committee asked staff to review the CARA Act
to determine the possible impact on this regulation. Ms. Juran will report on

that review.

Board action:

Amend as recommended or with additional changes from board members




Part C — Registration of Manufacturers, Distributors, and Dispensers of Controlled
Substances

§829, Prescriptions

(a) Schedule 1I substances

Except when dispensed directly by a practitioner, other than a pharmacist, to an ultimate user, no controlled
substance in schedule II, which is a prescription drug as determined under the Federal Food, Drug, and
Cosmetic Act [21 U.S.C. 301 et seq.], may be dispensed without the written prescription of a practitioner,
except that in emergency situations, as prescribed by the Secretary by regulation after consuitation with the
Attorney General, such drug may be dispensed upon oral prescription in accordance with section 503(b) of
that Act [21 U.8.C. 353(b)}. Prescriptions shall be retained in conformity with the requirements of section
827 of this title. No prescription for & controlled substance in schedule I1 may be refilied.

(b) Schedule I1I and IV substances

Except when dispensed directly by a practitioner, other than a pharmacist, to an ultimate user, no controlled
substance in schedule 111 or 1V, which is a prescription drug as determined under the Federal Food, Drug,
and Cosmetic Act [21 U.S.C. 301 et seq.], may be dispensed without a written or oral prescription in
conformity with section 503(b) of that Act [21 U.S.C. 353(b)]. Such prescriptions may not be filled or refilled
more than six months after the date thereof or be refilled more than five times after the date of the

prescription unless renewed by the practitioner.

{c¢) Schedule V substances

No controlled substance in schedule V which is a drug may be distributed or dispensed other than for a
medical purpose.

(d) Non-prescription drugs with abuse potential

Whenever it appears to the Attorney General that a drug not considered to be a prescription drug under the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] should be so considered because of its abuse
potential, he shall so advise the Secretary and furnish to him all available data relevant thereto.,

{e) Controlied substances dispensed by means of the Internet

(1) No controlled substance that is a prescription drug as determined under the Federal Food, Drug, and
Cosmetic Act [21 U.S.C. 301 et seq.] may be delivered, distributed, or dispensed by means of the Internet

without a valid prescription.

(2) As used in this subsection:

(A) The term "valid prescription” means a prescription that is issued for a legitimate medical purpose in the
usual course of professional practice by—

(i) a practitioner who has conducted at least 1 in-person medical evaluation of the patient; or

(ii) a covering practitioner.

(B)(i) The term "in-person medical evaluation” means a medical evaluation that is conducted with the
patient in the physical presence of the practitioner, without regard to whether portions of the evaluation are

conducted by other heaith professionals.

(i) Nothing in clause (i) shall be construed to imply that 1 in-person medical evaluation demonstrates that a
prescription has been issued for a legitimate medical purpose within the usual course of professional
practice,

(C) The term "covering practitioner" means, with respect to a patient, & practitioner who conducts a medical
evaluation (other than an in-person medical evaluation) at the request of a practitioner who=

(i) has conducted at least 1 in-person medical evaluation of the patient or an evaiuation of the patient
through the practice of telemedicine, within the previous 24 months; and




(ii) Is temporarily unavailable to conduct the evaluation of the patient. (/

(3) Nothing in this subsection shali apply to—

(A) the delivery, distribution, or dispensing of a controlied substance by a practitioner engaged in the

practice of telemedicine; or
pursuant to practices as determined by the Attorney

{B) the dispensing or selling of a controlled substance
ffective controls against diversion,

General by regulation, which shall be consistent with e




from 8. 524 (114"): Comprehensive Addiction and Recovery Act (CARA) of 2016

702.
Partial fills of schedule 11 controlled substances

(a)

In general

Section 309 of the Controlled Substances Act (21 U.S.C, 829} is amended by adding at the end the
following:

()

Partial fills of schedule 11 controlled substances

(hH

Partial fills

A prescription for a controlled substance in schedule II may be partially filled if—

(A)
it is not prohibited by State law;

(B)

the prescription is written and filled in accordance with this title, regulations prescribed by the Attorney
General, and State law;

(€

the partial fill is requested by the patient or the practitioner that wrote the prescription; and

(D)

the total quantity dispensed in all partial fillings does not exceed the total quantity prescribed.

(2)

Remaining portions

(A)
In general

Except as provided in subparagraph (B), remaining portions of a partially filled prescription for a
controlled substance in schedule JI—

(i)
may be filled; and

(ii)

shall be filled not later than 30 days after the date on which the prescription is written.

(B)

Emergency situations




In emergency situations, as described in subsection (a), the remaining portions of a partially filled
prescription for a controlled substance in schedule 1T

(i)
may be filled; and
(if)

shall be filled not later than 72 hours after the prescription is issued.

)
Currently lawful partial fills

Notwithstanding paragraph (1) or (2), in any circumstance in which, as of the day before the date of
enactment of this subsection, a prescription for a controlled substance in schedule Il may be lawfully
partially filled, the Attorney General may allow such a prescription to be partially filled.

(b)

Rule of construction

Nothing in this section shall be construed to affect the authority of the Attorney General to allow a
prescription for a controlled substance in schedule 111, IV, or V of section 202(c) of the Controlled

Substances Act (21 U.S.C. 812(c)) to be partially filled.

from Regulations Governing the Practice of Pharmacy, November 16, 2016

18VAC110-20-290. Dispensing of Schedule II drugs.

A. A prescription for a Schedule II drug shail be dispensed in good faith but in no case shall it be
dispensed more than six months after the date on which the prescription was issued.

B. A prescription for a Schedule II drug shall not be refilled except as authorized under the
conditions for partial dispensing as set forth in 18VAC110-20-310.

C. In case of an emergency situation, a pharmacist may dispense a drug listed in Schedule II upon
receiving oral authorization of a prescribing practitioner, provided that:

1. The quantity prescribed and dispensed is limited to the amount adequate to treat the patient
during the emergency period;

2. The prescription shall be immediately reduced to writing by the pharmacist and shall contain all
information required in §54.1-3410 of the Drug Control Act, except for the signature of the

prescribing practitioner;

3. If the pharmacist does not know the practitioner, he shall make a reasonable effort to determine
that the oral authorization came from a practitioner using his phone number as listed in the
telephone directory or other good-faith efforts to ensure his identity; and




4. Within seven days afier authorizing an emergency oral prescription, the prescribing practitioner
shall cause a written prescription for the emergency quantity prescribed to be delivered to the
dispensing pharmacist. In addition to conforming to the requirements of § 54,1-3410 of the Drug
Control Act, the prescription shall have written on its face "Authorization for Emergency
Dispensing” and the date of the oral order. The written prescription may be delivered to the
pharmacist in person, by mail postmarked within the seven-day period, or transmitted as an
electronic prescription in accordance with federal law and regulation to include annotation of the
electronic prescription with the original authorization and date of the oral order. Upon receipt, the
dispensing pharmacist shall attach the paper prescription to the oral emergency prescription which
had earlier been reduced to writing. The pharmacist shall notify the nearest office of the Drug
Enforcement Administration and the board if the prescribing practitioner fails to deliver a written
prescription to him. Failure of the pharmacist to do so shall void the authority conferred by this
subdivision to dispense without a written prescription of a prescribing practitioner.

Draft Amendment Prepared by Staff:

18VAC110-20-310. Partial dispensing of Schedule II prescriptions.

A. The partial filling of a prescription for a drug listed m Schedule II is permissible if the
pharmacist is unable to supply the full quantity called for in a written or emergency oral
prescription, and he makes a notation of the quantity supplied on the face of the written
prescription. The remaining portion of the prescription may be dispensed within 72 hours of the
first partial dispensing; however, if the remaining portion is not or cannot be dispensed within the
72-hour period, the pharmacist shall so notify the prescribing practitioner. No further quantity may
be supplied beyond 72 hours without a new prescription.

B. Prescriptions for Schedule II drugs written for patients in long-term care facilities may be
dispensed in partial quantities, to include individual dosage units. For each partial dispensing, the
dispensing pharmacist shall record on the back of the prescription (or on another appropriate
record, uniformly maintained and readily retrievable) the date of the partial dispensing, quantity
dispensed, remaining quantity authorized to be dispensed, and the identification of the dispensing
pharmacist. The total quantity of Schedule II drugs in all partial dispensing shall not exceed the
total quantity prescribed. Schedule II prescriptions shall be valid for a period not to exceed 60 days
from the issue date unless sooner terminated by the discontinuance of the drug.

C. Information pertaining to current Schedule II prescriptions for patients in a long-term care
facility may be maintained in a computerized system if this system has the capability to permit:

1. Output (display or printout) of the original prescription number, date of issue, identification of
prescribing practitioner, identification of patient, identification of the long-term care facility,
identification of drug authorized (to include dosage form, strength, and quantity), listing of partial
dispensing under each prescription and the information required in subsection B of this section.

\




2. Immediate (real time) updating of the prescription record each time a partial dispensing of the
prescription is conducted.

D. A prescription for a Schedule II drug may be filled in partial quantities to include individual
dosage units for a patient with a medical diagnosis documenting a terminal illness under the

following conditions:

1. The practitioner shall classify the patient as terminally ill, and the pharmacist shall verify and
record such notation on the prescription.

2. On each partial filling, the pharmacist shall record the date, quantity dispensed, remaining
quantity authorized to be dispensed, and the identity of the dispensing pharmacist.

3. Prior to the subsequent partial filling, the pharmacist shall determine that it is necessary. The
total quantity of Schedule 11 drugs dispensed in all partial fillings shall not exceed the total quantity

prescribed.

4. Schedule II prescriptions for terminally ill patients may be partially filled for a period not to
exceed 60 days from the issue date unless terminated sooner.

5. Information pertaining to partial filling may be maintained in a computerized system under the
conditions set forth in subsection C of this section.

E. A prescription for a Schedule IT drug may be filled in partial quantities if the partial fill

is reguested bx the patlent or by the practitioner who wrote the Qrescrlptwu Qrowded

. The total guantl_tx dispensed in_all partial fillings does not exceed the total guantity
Qrescrlbed

2. The prescription is written and filled in accordance with state and federal law.

3. T,hc_reniaining portions shall be filled not later than 30 days after the date on which the
prescription is written.




Agenda Item: Regulatory Action — Adoption of Fast-track
regulations

Destruction of drugs in Correctional Facilities

Included in agenda package:

Copy of amendment to regulation: 18VAC110-20-590 as recommended
by Regulation Committee

Staff Note:

This issue was brought to the Board’s attention by the Department of
Corrections in consultation with the DEA. Current regulation requires all
unused or discontinued drugs to be returned to the provider pharmacy or
secondary pharmacy. However, federal rules do not allow those drugs in
Schedules II-V that were dispensed to specific inmates to be returned to

provider pharmacies.

Amendments are recommended to conform to federal rules.




Project 5047 - none

BOARD OF PHARMACY

Drug destruction in correctional facilities

18VAC110-20-590. Drugs in correctional facilities.
A. All prescription drugs at any correctional facility shall be subject to the following

conditions:
1. Notwithstanding the allowances in subsections B, C, and D of this section,

prescription drugs shall be obtained only on an individual prescription basis.

2. All prepared drugs shall be maintained in a suitable iocked storage area with only the

person responsible for administering the drugs having access.
3. Complete and accurate records shall be maintained of all drugs received,
administered and discontinued. The administration record shall show the:

a. Patient name;

b. Drug name and strength;

¢. Number of dosage units received;

d. Prescriber's name; and

e. Date, time and signature of the person administering the individual dose of drug.

4. All unused or discontinued drugs shall be sealed and the amount in the container at
the time of the sealing shall be recorded on the drug administration record. Such
Schedule VI drugs shall be returned to the provider pharmacy or to a secondary

pharmacy along with the drug administration record, a copy of the drug administration




record, or other form showing substantially the same information, within 30 days of
discontinuance,
a. The provider or secondary pharmacy shall conduct random audits of returned drug
administration records for accountability.
b. The drug administration records shall be filed in chronological order by the
provider or secondary pharmacy and maintained for a period of one year or, at the
option of the facility, the records may be returned by the pharmacy to the facility.
c. Drugs may be returned to pharmacy stock in compliance with the provisions of
18VAC110-20-400.
d. Other drugs shall be disposed of or destroyed by the provider pharmacy in

accordance with local, state, and federal regulations.

correctional-faciityto—a—+eturns-company-after After performing the audit required by

subdivision 4 a of this subsection and ensuring the proper maintenance of the

administration records, drugs in Schedules {l through V shall be destroyed at the site of

the correctional facility using a method of destruction which renders the drug

unrecoverable,

a. The destruction shall be performed by a nurse, pharmacist. or physicians and

witnessed by the nurse supervisor, a pharmacist, or physician.

b. Destruction of drugs shall occur within 30 days of discontinuance.

c. A complete and accurate record of the drugs destroyed shall be made. The

original of the record of destruction shall be signed and dated by the persons

witnessing the destruction and maintained at the correctional facility for a period of




two years. A copy of the destruction record shall be maintained at the provider

pharmacy for a period of two years.

B. Emergency and stat-drug box. An emergency box and a stat-drug box may be prepared
for a correctional facility served by the pharmacy pursuant to 18VAC110-20-540 and
18VAC110-20-550 provided that the facility employs one or more full-time physicians, registered

nurses, icensed practical nurses, or physician assistants.

C. A correctional facility may maintain a stock of intravenous fluids, irrigation fluids, sterile
water, and sterile saline to be accessed only by those persons licensed to administer drugs and
shall be administered only by such persons pursuant to a valid prescription or fawful order of a

prescriber. Such stock shall be limited to a listing to be determined by the provider pharmacist in

consultation with the medical and nursing staff of the institution.

D. Except for drugs in an emergency box, stat-drug box, or a stock of intravenous fluids,
irrigation fluids, sterile water, and sterile saline, prescription drugs, including but not limited to
vaccines, may be floor-stocked only at a medical clinic or surgery center that is part of a
correctional facility and that is staffed by one or more prescribers during the hours of operation,
provided the clinic first obtains a controlled substances registration and complies with the

requirements of 18VAC110-20-690, 18VAC110-20-700, 18VAC110-20-710, and 18VAC110-20-

720,




Guidance Document: 110-9

Virginia Board of Pharmacy
Pharmacy Inspection Deficiency Monetary Penalty Guide

Deficiency Conditions | $ Penalty
I. No Pharmacist-in-Charge or Pharmacist-in-Charge not fully must have
engaged in practice at pharmacy location documentation 2000
2. Pharmacist-in-Charge in place, inventory taken, but
application not filed with Board within the required timeframe 1000
3. Unregistered persons performing duties restricted to pharmacy
technician when not enrolled in a Board-approved phar
technician training program or beyond 9 months from th
initial enrollment date in a Board-approved pharmacy
technician training program C110-20-111 | per individual 250
4. Pharmacists/pharmacy technicians/pharm ACI110-20-
performing duties on an expired licens -20-103 per individual 100
5. Pharmacy technicians, pharmacy intems
without monitoring by a pharmacist, or unlie
engaging in acts restricted to 0 500
_ per each technician
over the ratio
First Offense —
Deficiency 143
Second Offense —
6. Exceeds pharmacist to pharmacy technician ratio 54.1-3320 : Deficiency 6 100
7. Change of location or remodel] of pharm must submit an
submitting application or Board approval 18VAC110-20-140 application and fee 250
Adopted 9/2009, reviseéd 3/25/46 3/21/4 Page 1 of 14
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Guidance Document: 110-9

Deficiency Law/Reg Cite Conditions | $ Penalty
determined using
inspector’s or
pharmacy’s 160
8. Refrigerator/freezer temperature out of range greater than +/- calibrated Drugs may be
4 degrees Fahrenheit, thermometer embargoed
9. The alarm is not operational. The enclosure is not locked at
all times when a pharmacist is not on duty. The alarm is not
set at all times when the pharmacist is not on duty. 1000
Deficiency 9a if a
9a. Alarm incapable of sending an alarm signal to the moni oring drug loss occurred
entity when breached if the communication line 18 not * during the period of
operational. Alarm is operational but does not fully protect non-compliance.
the prescription department and/or is not capable of detect g Deficiency 144 if
breaking by any means when activated. no drug loss. 250
10. Unauthorized access to alarm or locking:
prescription department 1000
Deficiency 11 if
there is evidence
that non-
compliance
contributed to a
drug loss.
: Deficiency-145 if
1. Insufficient enclosures or locking 18VAC110-20-190 no drug loss. 500
12. Storage of preseription drugs not in the!
department 18VAC110-20-190 500

Adopted 9/2009, revised 3/25/46 3/21/17

Page 2 of 14




Guidance Document: 110-9

Deficiency

Law/Reg Cite

Conditions

$ Penalty

Deficiency 12aif
there is evidence
that non-
compliance
contributed to a
drug loss,
Deficiency 146 is
no drug loss. Do
not cite'if stored in
a combination
method as allowed
in Guidance
Document 110-40.

13. No biennial inventory, or over 30 days late; or substantially

incomplete, i.e., did not include all mEm in:Sched:

NVAC110-20-240

250

Cite Deficiency 113
if only expired
drugs not included
in inventory.

500

14. No incoming change of Pharmacist-

in-Charge inventg

g

-3434 and 18VAC110-20-240

Cite Deficiency 113
if only expired
drugs not included
1 inventory.

500

or more than 7 days after designated calendar mon
which an inventory is required ko

tical

ays prior

18VAC110-20-240

Review 10 drugs
for six consecutive
months. Includes
expired drugs.
Deficiency if more
than 5 drugs not
compliant.

250

16. Theft/unusual loss of drugs not reported to th
required or report not maintained

54.1-3404 and 18VAC110-20-240

per report/theft-loss

250

Adopted 9/2009, revised 3/25/46 3/21/17

Page 3 of 14



Guidance Document: 110-9

Deficiency _ Law/Reg Cite Conditions | $ Penality
17. Hard copy prescriptions not maintained or retrievable as
required (i.e. hard copy of fax for Schedule ILILIV&V
drugs and refill authorizations) 54.1-3404 and 250
54.1-3404, 18
18. Records of dispensing not maintained as required 250
19. Pharmacists not verifying or failing to document verification 10% threshold for
of accuracy of dispensed prescriptions documentation 500
Review all entries
for 5 drugs for six
consecutive
months. Deficiency
20. Pharmacist not checking and documenting repackaging o if 10% or more are
bulk packaging not compliant. 250
20a. Pharmacist not documenting-finat ver:
non-sterile compounding process snd infeprity oF . N
compounded products ‘ 410.2, 18VAC110-20-355 | 10% threshold 500
20b. Pharmacist not documenting isak-verificatio
sterile. compounding process-and inteerit
products 410.2, 1I8VAC110-20-355 5000
21. No clean room 54.1-3410.2 10000
Compliant clean
room present but
not utilized for
preparation of
compounded sterile
2la, Performing sterile compounding outside of a'clean room. 54.1-3410.2 drug products. 3000
21b. Weighing or prepping of drugs for compoundinginanarea |
not classified as ISO 8 or beiter 54.1-3410.2 500
Adopted 9/2009, revised 3/25/46 3/21/17 Page 4 0f 14
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Guidance Document: 110-9

Deficiency Law/Reg Cite Conditions | $ Penalty
Review 2 most
recent reports;
certification must
be performed no
22, Certification of the direct compounding area (DCA) for later than the last
compounded sterile preparations indicating ISO Class 5 not day of the sixth
performed by a qualified individual no less than every 6 month from the
months and whenever the device or room is relocated, altered, previous
O major service to the facility is performed. certification 3000
Review 2 most
recent reports;
certification must
23. Certification of the buffer or clean room and ante room be performed no
indicating ISO Class 7 / ISO Class 8 or better not perform later than the last
by a qualified individual no less than every six months and day of the sixth
whenever the device or room is relocated, altered. month from the
service to the facility is performed. previous
certification 1000
24. Sterile compounding of haz
not physically separated
: : A 2000
25. No documentation of sterilization methods o en
pyrogen testing for high-risk level compounded ste
preparations or high risk compounded sterile preparations 5000
assigned inappropriate beyond use date (BUD) 54.1-3410.2
Adopted 9/2009, revised 3/25/46 3/21/17 Page 5 of 14
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Guidance Document: 110-9

Deficiency

Law/Reg Cite

Conditions

$ Penalty

25a. No documentation of initial and semi-annual (6 months)
media-fill testing or gloved fingertip testing for person

performing high-risk level compounding of sterile
preparations.

Review 2 most
recent reports,
Media-fill testing
and gloved fingertip
testing must be
performed no later
than the last day of
the sixth month
from the date the
previous media-fill
test and gloved
fingertip testing
was initiated.

5000

25b. High-risk compounded sterile preparations.iritended for use

are improperly stored

3000

25¢. Documentation that a person who faileda media-fill test or
gloved fingertip test has performed hi gh-risk level
compounding of sterile preparati
test result and prior to retraining
media-fifl and gloved fingertip test

5000

Adopted 9/2009, revised 3/25/46 3/21/117

Page 6 of 14




Guidance Document: 110-9

Deficiency Law/Reg Cite Conditions | $ Penalty
Review 2 most
recent reports.
Media-fill testing
and gloved finger-
tip testing must be
performed no later
than the last day of
the twelfth month
from the date the
previous media-fill
26. No documentation of initial and annual (12 months) media- test and gloved
fill testing or gloved fingertip testing for persons performing, fingertip testing
low and medium-risk level compounding of sterile was initiated,
preparations. 500
26a. Documentation that a person who failed a m
gloved fingertip test has performed low or
compounding of sterile preparations aft
test result and prior to retraining and rece
media-fill and gloved fingertip test _ 500
1000
per Rx dispensed
up to maximum of
54.1-3410.2 100 RX or $5000 50
29. Unlawful compounding for further di
entities 54.1-3410.2 500
30. Security of after-hours stock not in compliance * 18VACI110-20-450 500
Adopted 9/2009, revised 3/25/46 3/24/17 Page 7 of 14
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Guidance Document: 110-9

Deficiency Law/Reg Cite Conditions | $ Penalty
Except for drugs
that would be
stocked in an
emergency drug kit
31. Drugs removed and administered to a patient from an as allowed by
automated dispensing device in a nursing home prior to 18VACI110-20-555
review of the order and authorization by a pharmacist. 110-20-555 (3)C) 250
32. Have clean room, but not all physical standards in
compliance, e.g., flooring, ceiling 2000
33. Low or medium-risk compounded sterile preparations
assigned inappropriate beyond use date (BUD) 1000
34. Combined with Deficiency 142 - 12/2013.
35. Schedule II through VI drugs are being purchase:
wholesale distributor or warehouse not licensed o registered
by the board or from another pharmacy non-compliant
manner 250

Adopted 9/2009, revised 3/25/46 3/21/17 Page 8 of 14




Guidance Document: 110-9

Other Deficiencies

If five (5) or more deficiencies in
monetary penalty will be added for

this category are cited, a $250 mon tary penalty shall be imposed. Another $100

each additional deficiency cited inthis category, over the initial five,

Deficiency Law/ ____mmﬁﬁaon Cite Conditions
101.  Repealed 6/2011
102, Special/limited-use scope being exceeded without
approval
103.  Repealed 12/2013 :
104.  Sink with hot and cold running water not.available within
the prescription department. :
105. No thermometer or non-functioning. hermometer in :
refrigerator/freezer, but temperature within range,+/-4 3VAC110-20-150 and determined using inspector's calibrated
degrees Fahrenheit iy 18VAC110-20-10 thermometer
106.  Prescription a%mmagﬁmﬁwm antia
sanitary and in good repair VAC110-20-160 must have picture documentation
107, _ Current dispensing reference not maintained 18VAC110-20-170
108.  Emergency access alarm code/ke / not maintained in
compliance E I8VAC110-20-190
109.  Expired drugs in working stock, dispense

gs being
returned to stock not in compliance, &mmmﬁm. drugs
returned to stock container or automated counting device
not in compliance, (i.e. appropriate expiration date not
placed on label of returned drug, mixing lot numbers in

54.1-3457
18VACT10-20-200
18VAC110-20-355

10% threshold

Adopted 9/2008, revised 3/25146 3/21/17

Page 9 of 14
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Guidance Document: 110-9

Deficiency Law/Regulation Cite Conditions

stock container)

110.  Storage of paraphernalia/Rx devices not i compliance 18VACLEQ-20-200

H1. Storage of prescriptions awaiting delivery outside of the
prescription department not in compliance

AC110-20-200

=3404 and
> 2110-20

112.  Biennial taken late but within 30 days

I13.  Inventories taken on time, but not in compliance, i.e:;.n0
signature, date, opening or close, Schedule IT drugs.
separate, failure to include expired drugs. _

54.1-3404;
18VAC110-24

114,

115. _ Other records of distributions not maintained as required
116.  Prescriptions do not include required info natio
Prescriptions not transmitted as regui
fax, electronic, etc.)

10% threshold

117, Deficiency 117 combined with Deficiency [16.— 6/201

118.  Schedule II emergency oral Emmmﬂmmomm not &”mm@mmom in | 54.1-3410 and
compliance S S 18VAC110-20-290 >3

54.1-3412, 18VAC110-20-

. 255,18VACI110-20-310, and
119.  Not properly documenting partial filling of prescriptions 18VAC110-20-320

120. _ Offer to counsel not made as required 54.1-3319
Adopted 9/2009, revised 3/25/48 312117

Page 10 of 14
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Guidance Document: 110-9

Deficiency Law/Regulation Cite Conditions

121.  Prospective drug review not performed as required 54.1-3319

122. _ Engaging in alternate delivery not in compliance 18VAC110-20-

123.  Engaging in remote processing not in compliance

110-20-515

10% Threshold

124.  Labels do not include all required information Review 25 prescriptions

125.  Compliance packaging or labeling does not comply.with

USP-NF standards for customized patient medicatio
packages

126.  Special packaging not used or no documentation of

nd 10% threshold
request for non-special packaging

Review 25 prescriptions

127. Repackaging records and labeling no:
in compliance

{8VAC110-20-355 | 10% threshold

128. _ Unit dose procedures orrecords not

_<>“9_5-8,$o

18VAC110-20-425

129 Robotic pharmacy systems not in compliance

130.  Required ooavoc:&nm\&%nw%wm\&mﬁ.vcno records

not complete and properly maintained 54.1-3410.2
130a__Compounded products not properly labeled 54.1-3410.2
131, Required “other documents” for USP-NF 797 listed on the

pharmacy inspection report are not appropriately
maintained 54.1-3410.2
Adopted 9/2009, revised 3/25/46 3/21/17

Page 11 of 14
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Guidance Document: 110-9

Deficiency Law/Regulation Cite Conditions
132, Personnel preparing compounded sterile preparations do
not comply with cleansing and garbing requirements 54.1-3410.2

133, Compounding facilities and equipment used in performing

non-sterile compounds not in compliance with 54.1-

3410.2 54.1-34

134. Policies and procedures for proper storage, security and
dispensing of drugs in hospital not established or assured

110-20-440

135. Policies and procedures for drug therapy reviews not
maintained or followed

136,  After hours access to a supply of drugs or records ”

compliance 10% threshold
137, Floor stock records not in compliance, pharmacist not
checking, required reconciliations not done 16% threshold

Cite if no documentation of monitoring,
Review ADD in areas that do not
utilize patient specific profile. Review 3
months of records — 30% threshold.
Cite if exceeds threshold. Describe in
comment section steps pharmacy is

138.  Automated dispensing devi ¢ loading, rec 54.1-3434.02, 18VAC110-20-490 taking to comply. Educate regarding

monitoring/reconciliation not. and 18VAC110-20-555 requirements,
139.  Emergency medical services procedures or rec

comphance 18VACI110-20-500 10% threshold
140.  Emergency kit or stat-drug box procedures or records not 18VAC110-20-540 and

in compliance 18VACI110-20-550 10 % threshold

Adopted 9/2009, revised'3/25/46 3/21/17 Page 12 of 14
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Guidance Document: 110-9

Deficiency

Law/Regulation Cite

Conditions

141,

142.

Maintaining floor stock in a long-term care facility when
not authorized

18VAC110-20-520 and
18VAC110-20-560

No record maintain

AC110-20-418

143.

Exceeds pharmacist to pharmacy technician ratio

mmw.mmor technician over the ratio
First offence —Deficiency 143
Second Offense —Deficiency 6

144,

Alarm incapable of sending an alarm signal to the °
monitoring entity when breached if the

communication line is not operational. Alarm is
operational but does not fully protect th Pl
department and/or is not capable of de
any means when activated, ,

145.

Insufficient enclosures or ocking devices*

Deficiency 144 if there is no evidence
that non-compliance contributed to
drug loss. Must submit corrective
action.

Deficiency 9a if drug loss.

18VAC110-20-190

Deficiency 145 if there is no evidence
that non-compliance contributed to
drug loss. Must submit corrective
action and possible remodel
application.

Deficiency 11 if drug loss.

146.

Schedule IT drugs are not dispersed with other schedules

of drugs or maintained in a securely locked cabinet,
drawer, or safe.

18VAC110-20-200

Deficiency 146 if there is no evidence
that non-compliance contributed to
drug loss. Must submit corrective
action and possible remodel
application.

Deficiency 12a if drug loss. Do not cite
if stored in a combination method as
allowed in Guidance Document 110-40.

Adopted 9/2009, revised 3/25/46 3/21/17

Page 13 of 14




Guidance Document: 110-9

Deficiency Law/Regulation Cite Conditions
147.  Particle counts, environmental sampling, and smoke
pattern testing not performed under dynamic conditions. 54.1-3410.2

Adopted 9/2009, revised 3/25/46 3/21/17 Page 14 of 14




Agenda Item: Petitions for rulemaking:
1) Dispensing of Schedule VI substance in amount greater that initially
prescribed
2) Use of electronic devices in lieu of manual emergency drug kits and
stat-drug boxes
Included in your package are:

2 petitions for rulemaking

Copy of Notice of Intended Regulatory Action

Copies of comment on use of automated dispensing devices

Copies of proposed regulations as recommended by Regulation
Committee

Board action:
I) Adopt proposed amendments as recommended by Committee; or
2) Adopt proposed amendments with changes; or

3) Refer to Committee for additional information or action.
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e OMMONWEALTH OF VIRGINIA U
Board of Pharmacy

9960 Maviand Drive, Suite 300 (804) 367-4450 (Tel)
Henrico, Virginia 23233-1463 (804) 527-4472 (Fax)

Petvflon for Rule~making

The Covle of Viegunda (§ 2.2 4007 ) and fie Pubide Parflelpartion Guadelines of Hiiy bonpd
FEQEUAT R 20T e s D PR TOTY e Dol fp- iﬁmdﬂ;ﬁ o LW el elfLoen 0 aendangt g
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CYCAT L i peRfiener, fhe madige oF e vequest and He plaa for respromndiong fom five
HEAA e fr Hlenrag prblocadion oF Hre pefifon ta fhe Re Jisrey, A 27 - “Aaes pornpndnd e
tnidd by WAL BT o AT e CBRENT 0N e pefufion.  IWiHhin G0 /icLb/,L Ay e conpgng

eieevd. Hie horwd uidd (ssee a Wr LT ecoidor o Hhe PP LoN,

Please provide the mforrma«fww req,u&yfwb below~ (Prwv{'mr Tgr%/)
Petitioner's full name (Last, First, Middde nitiad, Suffw,)
PHILLIFS, DEREK, M

Shrect Address . - - | Arta Code and Telephone Numbir
936 UPPER HASTINGS WAY 757, ﬁ*" 73 ‘h
ot L . | e TP
VA : 23452
; N Lo

VIRGINIA BEACH

IS |

1. What vequdation ave yow peftfloneng e bonvd fo ame o7 Please siufe He tite of the
v tqulaflon and Hae sections MLILONE Yna wand Had boaid o comsioley ainLaoling.

IBVACLIIC -20-320 REFILLING OF SCHEDULE 1 TH! ROUGH VI PRESCRIPTIONS

e

July 2002




2. Pleose smpnmanize fhe sodbsirance Of i thange yov avt regulsting and siafe #he rationale

OV PAPOSE fov Hne newr ov amndanded e,

| Ay @ phirmacisd (0 e LAY T Yl Caidrv et wrlHA imtans Protesses, wieas, and methods, The
Lttt of this request G for ammend 18V AL 10-20-320 REFILLING OF SCHEDULE i
THROUGH VI PRESCRIPTIONS. Avdhorizafion fov prescriptlon refllly (o presvamed fo- be
widlien fhe prcsorihbed dosage or novimal thevrapfific: wie. The e macist dnoudo hase Hae
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spensed. (i reasonabile confervaty wifiv

of the patient Ang refills may ondy be
vecomwneaded dosage and the cxercise of sovndl professional judigment
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shoontd ot digperse Ln excess of Hae face amorint of - presceiption for aSchedude M1l IV, v
sbisfnndt ov psyciotheraptutio deng without auodhorizafion frovw the prescriber.

- Sinde fhe Legad anthor iy of the bowsol fo fake Hae action rtgaested n generod, the legal
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VIRGINIA BOARD OF PHARMACY HAS LEGAL AUTHORITY FOR REGULATIONS GOVERNING

THE PRACTICE OF PHARMACY
§ 5412900 OF THE CODE OF VIRGINIA
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COMMONWEALTH OF VIRGINIA
Board of Pharmacy

(804) 367-4456 (Tel)
(804) 527-4472 (Fax)

9960 Mayland Drive, Suite 300
Henrico, Virginia 23233-1463

Petition for Rule-making

The Code of Virginia {§ 2 2-4007) and the Public Participation Guidelines of this board require a person who wishes to petition the hoard fo
develop a new regulation or amend an existing reguiation {0 provide cerain information. Within 14 days of receiving & valid petition, the
board will notify the petitioner and send a notice to the Register of Regulations identifying the petitioner, the nature of the request and the
plan for responding to the pelition. Following publication of the petition in the Register. a 21-day comment pericd will begin to allow written
comment on the petifion. Within 90 days after the comment period, the board will issue a writien decision on the petition.

oo — ree———
- o ———————

Please provide the information requested below. {Print or Type}
Petitioner's full name (Last, First, Middle initial. Suffix,)

StClar, Roger Dale, JR (General Manager on behalf of Remedi SeniorCare)

| Area Code and Telephone Number

Street Address j
10448 | akeridge Parkway I §04-855-9310 |
- ;
City | State I'Zip Code
| Virginia ]J 23005

Ashiand |

Email Address {optional)m . Fax {optional)

Dale StClar@RemediRx com i

s — -
e e o

Respond to the following questions:
1. What regulation are you pefitioning the board to amend? Please state the tile of the regulat

the board fo consider amending.
18VAC110-20-540. Emergency drug kit, 18VAC110-20-550. Stat-drug box, 18VAC110-20-555. Use of automated dispensing

devices.

ion and the section/sections you want

2. Piease summarize the substance of the change you are requesting and state the rationale or purpose for the new or amended rule.
Remedi SeniorCare seeks the Board of Pharmacy to amend subsections 540 and 550, permitting registered pharmacies providing
services to Long Term Care facilities to utilize electronic devices in lieu of manual emergency drug kits and stat-drug boxes to
provide for initiating therapy prior to the receipt of ordered drugs from the pharmacy. Current regulation does not designate
electronic devices being utilized as unit dose systems purely for FIRST DOSE NON-ROUTINE vs automated dispensing devices
utilized for FULL OR ROUTINE DISPENSING in Long Term Care facifities. The Drug Enforcement Administration makes
distinction with regard to the different utilization of such devices and is delineated in 45 FR 24128 and 21 CFR §1301.27. This
petition is made with the intention of recognizing technological advances in the care of residents in Long Term Care faciiities.
The utilization of electronic devices to store medications in compliance with 18VAC110-20-540 and 18VAC110-20-550 provides
superior control of medications stored in Long Term Care facilities and offers efectronic automated tracking of medications
stored within such cabinets. The utilization of electronic devices should be delineated based upon the intended utilization of
such cabinets though routine or non-routine dispensing. Multiple states have recognized the advances of utilizing electronic
cabinets as Emergency Drug Kits and Stat-Drug Boxes to include Pennsylvania, Tennessee, Maryland, North Carolina, Hlinois,
and Kansas, Electronic cabinets for Emergency/STAT drug kits increase accuracy in the nursing staff administering the correct
dose by limiting access for nursing staff to the correct location within the cabinet for first dose administrations. In addition
electronic cabinets maintain superior capabilities to track expiration dates of products and accessibility by nursing staff. This
petition seeks to allow electronic devices under 18VAC110-20-540 and 18VAC110-20-550 and to exempt them from the
requirements contained under 18YAC140-20-555 when utilized under the aforementioned subsections 540 and 550.




13 State the legal authonity of the board 10 take Ihe aclion requested. In general, the legal aathority for the adoption of regulations by the

board is found in § 54.1-2400 of the Code of Virginia. If there s other legal authorty for promudgation of 2 regulation, please provide
that Code reference.

435 FR 24128, April 9, 1980 permits the placement of emergency kits containing controlfed substances in non-federal registered
tong Term Care facilities and makes no requirement for such kits to be non-electronic,

Signature: (_’Eﬂiég 3&/{/@; Date:  07/14/2016
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VA.R. Document Number R -

Virginia Register Publication Information

|
Date: 11/28/2016 tssue: 7 Voiume: 33 ?
11/4/2016 2:48 pm

Date / Time filed with the Register of Regulations

Transmittal Sheet: Notice of Inte nded Regulatory Action

Reguiatory Coordinater. Elaine J. Yeatts
(B04)367-4688
elaine yeatts@dhp.virginia.gov

Promulgating Board: Board of Pharrhacy

NOIRA Nofice: Notice is hereby given in accordance with § 2.2-4007.01 of the Code of Virginia that the l
Beard of Pharmacy intends to consider amending the following reguiations J

Chapters Affected:
1 18 vac 110 - 20 E Reguiations Governing the Practice of Pharmacy

Action Title: Response to petitions for rulemaking
Agency Summary:  The purpose of the proposed action is summarized as follows:

The Board acted on & petition for rulemaking to permit a pharmacist to dispense a guantity
of a Schedule VI drug greater than the face amount prescribed, up to the total amount
authorized in refilis. During the comment period which ended June 29, 2016, the board
received one comment which supported the request. Currently a pharmacist may not
dispense more than the specific quantity prescribed at each dispensing and may not
exceed that quantity by taking authorized refills into consideration. The Board voted
unanimously to accept the petition for rulemaking authorizing a pharmacist, when deemed
appropriate in his professional judgement and upon request by the patient, to dispense a
gquantity of & Schedule VI drug, exciuding psychotherapeutic drugs, in excess of the
specific quantity prescribed for a dispensing, not to exceed the total amount authorized in
refills. The Board acted on another petition for rulemaking to amend 1BVACL110-20-540,
18VAC110-20-550 and 1BVAC110-20-555 to authorize the use of electronic devices in lieu
of manual emergency drug kits and stat-drug boxes. The petition states that current
regulation does not distinguish between automated dispensing devices being utitized for
first duse non-routine administration vs routine drug administration, During the comment
period which ended August 31, 2016, the Board received one comment in support of the
petition. The Board voted unanimously to accept the petition for rulemaking by amending
Regulation 18VAC110-20-555 to specifically authorize the use of an automated dispensing
device in & nursing home for obtaining drugs that would be stocked in a stat-drug box and
to clarify the quantity of drugs in Schedules -V that may be stocked in the device for this
purpose, and to consider the appropriateness of requiring a provider pharmacy to the
nursing home to obtain a controfled substances registration at the location of the facility
for the purpose of placing an automated dispensing device In the faciiity. It was
determined it was unnecessary t© amend other sections of regulations to achieve the

petitioner’s request.

Statutory Authority: State: Chapters 33 and 34 of Title 54.1
Federal:

Is a public hearing planned for the proposed stage? Yes

Public comments may be submitted until 500 p.m. on 12/28/2016.

Does the Agency Background Decument include an Ne
announcement of a pericdic/small business impact review?

i this stage is the result of a small business impaci review No

does the Agency Background Document include a report of

findings?

Agency Contact: Caroline Juran, RPh

Executive Director

http:/ftownhall virginia.gov/L/ViewTransmittal Sheet.cfm?stageid=7739
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Virginia Regulatory Town Hall View Comments

Agencies | Governor

Logged in as
Elaine J. Yeatts
Department of Health Professions

Board of Pharmacy

Regulations Governing the Practice of Pharmacy [18 VAC 110 - 20]

Actlon Resg-onse to petitions for rulemaking
| Stage NOIRA

|Comment Period | Ends 12/28/2016

Back to List of Comments

Commenter: Dale StCiair, PharmD - Remedi SeniorCare * 12/28/16 9:37 am

Comment on Notice of intended Regulatory Action (NOIRA) 18VAC110-20

RE: Comment on Notice of Intended Regulatory Action (NOIRA) 18VAC110-20

Remedi SeniorCare appreciates the Board of Pharmacy's action on the petition for rulemaking to
amend 18VAC110-20-540, 18VAC110-20-550 and 18VAC110-20-555. This amendment fo
reguiation will continue to expand the availability of technological advances in the Long Term Care
industry allowing pharmacies to better serve the residents of Long Term Care Facilities within the

Commonwealth.

Further, we request the board take the following into consideration when revising the regulations to
serve this unique population:

« Currently 18VAC110-20-555 permits the use of Automated Dispensing Devices in Long Term
Care Facilities (LTCF), but doe not provide any distinction of the device based on the intended
use of Routine or Non-Routine Dispensing.

+ 18VAC110-20-540 and 18VAC110-20-550 do not specifically permit the utilization of
electronic emergency or STAT drug boxes (collectively referred to as Emergency Boxes by
the DEA) in Long Term Care Facilities.

+ The DEA’s policy statement 70 FR 24128 on April 9, 1980, which addresses the use of
emergency kits in LTCFs, is still effective and permits DEA registered pharmacies providing
services to LTCFs to place controlled substances kits in non-federal registered Long Term
Care Faciiities pursuant {o the specified conditions.

» [nresponse to an inquiry from Arnold Clayman, American Society of Consultant Pharmacists,
the DEA issued a letter on November 30, 2016 addressing “whether electronic emergency kits
at LTCFs require a separate registration.” The DEA response noted the difference between 21
CFR § 1301.27 relating to an “Automated Dispensing System” utifized for routine dispensing in
LTCFs. Further the DEA stated “All emergency kits - weather or not they are electronic —
remain subject to the 1980 policy statement (and thus need not be separately registered),
provided they satisfy the criteria of the 1980 policy statement at all fimes.”

http:/townhall virginia.gov/L/viewcomments.cfm?commentid=55713 3/7/72017




Virginia Regulatory Town Hall View Comments Page 2 of 3

» 18VAC110-20-555 outlines the requirements for pharmacies providing services {0 L TCFs
differing from the STAT and Emergency Box Regulations as follows:

o 18VAC110-20-555 (1) requires the drugs placed in an automated drug dispensing system
to be under the control of the pharmacy; however, the controlled substance permit
requires a nurse at the facility to be the Responsibility Party with a pharmacist at the
pharmacy being the Supervising Practitioner.

o 18VAC110-20-555 (2) requires that nursing homes without an in-house pharmacy be
required to obtain a controlled substance permit which is not required under 18VAC110-

20-540 and 18VAC110-20-550.

o 18VAC110-20-555 (3)(a) requires all orders to be reviewed by the pharmacist and the
pharmacist to electronically authorize the access of the drug which is not required under

18VAC110-20-540 and 18VAC110-20-550.

o 18VAC110-20-555 (3)(d) requires an audit of medical records for a sample of doses
recorded as administered which is not required under 18VAC110-20-540 and 18VAC 110-

20-550.

o 18VAC110-20-555 (9) requires monthly audits to review a sampie of facility administration
records from each device for possible charting diversion which is not required under
18VAC110-20-540 and 18VAC110-20-550.

Specifically amending and designating the regulations based upon the intended utilization of the
device provides the following benefits:

» The Virginia Regulations will align with DEA policy statements and guidance related to the
differences of Automated Dispensing Systems and Emergency Boxes.

» The alignment will provide better guidance and understanding to state and federal
investigators understanding the intended utilization of the devices and the quantities being

removed from such devices.

» Residents of Long Term Care Facilities will be afforded increased access to medications as
well as the ability to receive them in a timelier manner.

« Providing electronically tracked access to devices aliows the pharmacy to provide greater
safeguards from potential diversion or theft.

In closing, Remedi SeniorCare appreciates the Board of Fharmacy for their review of these
important differences regarding the proposed revision to regulation. We look forward to improved
care for the residents of Long Term Care Facilities within the Commonwealth.

Best Regards,
Dale StClair, PharmD. RPh
Generai Manager

Remedi SeniorCare

* Nonregistered public user

http:/‘/lownhal].virginia,gov/L/\fiewcomments.cfm?commemid=557] 3 3/7/2017




Project 4952 - Proposed

BOARD OF PHARMACY

Response to petitions for rulemaking

18VAC110-20-320. Refilling of Schedule il through VI prescriptions.

A. A prescription for a drug listed in Schedule I, 1V, or V shall not be dispensed or refilied
more than six months after the date on which such prescription was issued, and no such
prescription authorized to be filled may be refilled more than five times.

1. Each refilling of a prescription shall be entered on the back of the prescription or on
another record in accordance with § 54.1-3412 and 18VAC1 10-20-255, initialed and dated

by the pharmacist as of the date of dispensing. If the pharmacist merely initials and dates

the prescription, it shall be presumed that the entire quantity ordered was dispensed.

2. The partial dispensing of a prescription for a drug listed in Schedule I, IV, or V is

permissible, provided that:
a. Each partial dispensing is recorded in the same manner as a refilling;

b. The total quantity of drug dispensed in all partial dispensing does not exceed the
total quantity prescribed; and
¢. No dispensing occurs after six months after the date on which the prescription order
was issued.
B. A prescription for a drug listed in Schedule VI shall may be refilled only as expressly
authorized by the practitioner. If no such authorization is given, the prescription shall not be

refilled, except as provided in § 54.1-3410 C or subdivision 4 of § 54.1-3411 of the Code of

Virginia. Except for drugs used to treat depression. anxiety, or psychoses or drugs of concern as




defined in § 54.1-2519. a pharmacist, using professional iudgement and upon request by the

@tignt. may refill a drug fisted in Schedule VI with any quantity, up to the total amount authorized.

taking all refilis into consideration.

A prescription for a Schedule Vi drug or device shall not be dispensed or refilled more than
one year after the date on which it was issued unless the prescriber specifically authorizes

dispensing or refilling for a longer period of time not to exceed two years.

C. As an alternative to all manual recordkeeping requirements provided for in subsections A
and B of this section, an automated data processing system as provided in 18VAC1 10-20-250
may be used for the storage and retrieval of all or part of dispensing information for prescription
drugs dispensed.

D. The timing of dispensing an authorized refill of a prescription shall be within reasonable
conformity with the directions for use as indicated by the practitioner; if directions have not been
provided, then any authorized refills may only be dispensed in reasonable conformity with the

recommended dosage and with the exercise of sound professional judgment. An authorized refill

may be dispensed early provided the pharmacist documents a valid reason for the necessity of

the early refill.
18VAC 110-20-540. Emergency drug kit.

The pharmacist providing services may prepare an emergency kit for a long-term care facility
in which access to the kit is restricted to a licensed nurse, pharmacist, or prescriber and only
these licensed individuals may administer a drug taken from the kit and only under the following
conditions:

1. The contents of the emergency kit shall be of such a nature that the absence of the

drugs would threaten the survival of the patients.
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2. The contents of the kit or an automated drug dispensing system, as provided in

subsection B of this section, shall be determined by the provider pharmacist in consultation

with the medical and nursing staff of the institutions and shall be limited to drugs for
administration by injection or inhalation only, except that Nitroglycerin SL and diazepam

rectal gel may be included.
3. The kit is sealed in such a manner that it will preclude any possible loss of the drug.

a. The dispensing pharmacy must have a method of sealing such kits so that once the

seal is broken, it cannot be reasonably resealed without the breach being detected.

b. If asealis used, it shall have a unique numeric or aiphanumeric identifier to preclude
replication, resealing, or both. The pharmacy shall maintain a record of the seal

identifiers when placed on a box or kit and maintain the record until such time as the
seal is replaced.
c. In lieu of seals, a kit with a built-in mechanism preventing resealing or relocking

once opened except by the provider pharmacy is also acceptable.

4. The kit shall have a form to be filled out upon opening the kit and removing contents to
write the name of the person opening the kit, the date, time and name and quantity of

items removed. The opened kit is maintained under secure conditions and returned to the

pharmacy within 72 hours for replenishing.

3. Any drug used from the kit shall be covered by a prescription, signed by the prescriber,

when legally required, within 72 hours.

B. Drugs that would be stocked in an emergency kit, pursuant to this section, may be stocked

in an automated drug dispensing system in a nursing home in accordance with 18VAC110-20-

595.




18VAC110-20-550. Stat-drug box.

A. An additional drug box called a stat-drug box may be prepared by a pharmacy to provide
for initiating therapy prior to the receipt of ordered drugs from the pharmacy. Access to the stat-
drug box is restricted to a licensed nurse, pharmacist, or prescriber and only these licensed
individuals may administer a drug taken from the stat-drug box. Additionally, a valid prescription
or lawful order of a prescriber must exist prior to the removal of any drug from the stat-drug box.

A stat-drug box shall be subject to the following conditions:
1. The box is sealed in such a manner that will preclude the loss of drugs.

a. The dispensing pharmacy must have a method of sealing such boxes so that once

the seal is broken, it cannot be reasonably resealed without the breach being detected.

b. If a seal is used, it shall have a unigue numeric or alphanumeric identifier to preciude
reptication or resealing, or both. The pharmacy shall maintain a record of the seal
identifiers when placed on a box and maintain the record until such time as the seal is

replaced.

¢. In lieu of seals, a box with a built-in mechanism preventing resealing or relocking
once opened except by the provider pharmacy is also acceptable.
2. The box shall have a form to be filled out upon opening the box and removing contents
to write the name of the person opening the box, the date, the time, and the name and
quantity of item(s) removed. When the stat-drug box has been opened, it is returned to
the pharmacy.
3. There shall be a listing of the contents of the box maintained in the pharmacy and also
attached to the box in the facility. This same kisting shall become a part of the policy and

procedure manual of the facility served by the pharmacy.




4. The drug listing on the box shall bear an expiration date for the box. The expiration date

shall be the day on which the first drug in the box will expire.

5. The contents of the box shall be limited to those drugs in which a delay in initiating

therapy may result in harm to the patient.

a. The listing of drugs contained in the stat-drug box shall be determined by the

provider pharmacist in consultation with the medical and nursing staff of the long-term
care facility.

b. The stat-drug box shall contain no more than 20 solid dosage units per schedule of
Schedule Ii through V drugs except that one unit of liguid, not to exceed 30 m, may
be substituted for a solid dosage unit. If the unit of a liquid that may contain more than
one dose is removed from the stat-drug box pursuant to a patient order, the remainder
shall be stored with that patient's other drugs, may be used for subsequent doses

administered to that patient, and shall not be administered to any other patient.

B. Drugs that would be stocked in a stat-drug box, pursuant to this section, may be stocked

in an automated drug dispensing system in a nursing home in accordance with 18VAC110-20-

555, except that the quantity of drugs in Schedules !l through V stocked in the system shali be

determined by the provider pharmacist in consultation with the medical and nursing staff of the

nursing home.
18VAC110-20-555. Use of automated dispensing devices.

Nursing homes licensed pursuant to Chapter 5 (§ 32.1-123 et seq.) of Title 32.1 of the Code
of Virginia may use automated drug dispensing systems, as defined in § 54.1-3401 of the Code

of Virginia, upon meeting the following conditions:

1. Drugs placed in an automated drug dispensing system in a nursing home shalt be under

the control of the pharmacy providing services to the nursing home, the pharmacy shall
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have on-line communication with and control of the automated drug dispensing system,

and access to any drug for a patient shall be controlled by the pharmacy.

2. A nursing home without an in-house pharmacy shall obtain a controlled substances

registration prior to using an automated dispensing system, unless the system_is

exclusively stocked with drugs that would be kept in a stat-box pursuant to 18VAC110-20-

550 or an emergency drug kit pursuant to 18VAC110-20-540 and are solely administered

for stat or emergency administration.

3. For facilities not required to obtain a controlled substance registration, access to the

automated dispensing device shall be restricted to a licensed nurse. pharmacist, or

prescriber, or a registered pharmacy technician for the purpose of stocking or reloading.

34. Removal of drugs from any automated drug dispensing system for administration to

patients can only be made pursuant to a valid prescription or lawful order of a prescriber

under the following conditions:

a. A drug, including a drug that is stocked in a stat-drug box pursuant to subsection B

of 18VAC110-20-550, may not be administered to a patient from an automated

dispensing device untl a pharmacist has reviewed the prescription order and
electronically authorized the access of that drug for that particular patient in

accordance with the order.

b. The PIC of the provider pharmacy shall ensure that a pharmacist who has on-line
access to the system is available at all times to review a prescription order as needed

and authorize administering pursuant to the order reviewed.

¢. Drugs that would be stocked in an emergency drug kit pursuant to 18VAC110-20-
540 may be accessed prior to receiving electronic authorization from the pharmacist

provided that the absence of the drugs would threaten the survival of the patients.




d. Automated dispensing devices shall be capable of producing a hard-copy record of
distribution that shall show patient name, drug name and strength, dose withdrawn,

dose to be administered, date and time of withdrawal from the device, and identity of

person withdrawing the drug.

4. Drugs placed in automated dispensing devices shall be in the manufacturer's sealed
original unit dose or unit-of-use packaging or in repackaged unit-dose containers in
compliance with the requirements of 18VAC110-20-355 relating to repackaging, iabeling,

and records.

5. Prior to the removal of drugs from the pharmacy, a delivery record shall be generated
for all drugs to be placed in an automated dispensing device which shall inciude the date;
drug name, dosage form, and strength; quantity; nursing home; a unique identifier for the
specific device receiving drugs; and initials of the pharmacist checking the order of drugs

to be removed from the pharmacy and the records of distribution for accuracy.

6. At the direction of the PIC, drugs may be loaded in the device by a pharmacist or a

pharmacy technician adequately trained in the proper loading of the system.

7. At the time of loading, the delivery record for all Schedule 1 through VI drugs shall be

signed by a nurse or other person authorized to administer drugs from that specific device,

and the record returned to the pharmacy.

8. At the time of loading any Schedule il through V drug, the person loading will verify that
the count of that drug in the automated dispensing device is correct. Any discrepancy
noted shall be recorded on the delivery record and immediately reported to the PIC, who

shall be responsible for reconciliation of the discrepancy or the proper reporting of a loss.




9. The PIC of the provider pharmacy or his designee shall conduct at teast a monthly audit

to review distribution and administration of Schedule 1l through V drugs from each

automated dispensing device as foliows:

a. The audit shall reconcile records of ali quantities of Schedule ) through V drugs
dispensed from the pharmacy with records of ali quantities loaded into each device to
detect whether any drugs recorded as removed from the pharmacy were diverted

rather than being placed in the proper device.

b. A discrepancy report shall be generated for each discrepancy in the count of a drug
on hand in the device. Each such report shall be resolved by the PIC or his designee
within 72 hours of the time the discrepancy was discovered or, if determined to be a
theft or an unusuval loss of drugs, shall be immediately reported to the board in

accordance with § 54.1-3404 E of the Drug Control Act.
c. The audit shall include a review of g sample of administration records from each

device per month for possible diversion by fraudulent charting. A sample shall include

ail Schedule 1l through Vv drugs administered for a time period of not less than 24
consecutive hours during the audit period.

d. The audit shall include a check of medical records to ensure that a valid order exists
for a random sample of doses recorded as administered.

e. The audit shall also check for compliance with written procedures for security and
use of the automated dispensing devices, accuracy of distribution from the device, and
proper recordkeeping.

f. The hard copy distribution and administration records printed out and reviewed in

the audit shall be initialed and dated by the person conducting the audit. If




nonpharmacist personnel conduct the audit, a pharmacist shall review the record and

shall initial and date the record.

10. Automated dispensing devices shall be inspected monthly by pharmacy personnel to

verify proper storage, proper iocation of drugs within the device, expiration dates, the

security of drugs and validity of access codes.

11. Personnel allowed access to an automated dispensing device shall have a specific

access code which records the identity of the person accessing the device.

12. The PIC of the pharmacy providing services to the nursing home shall establish,
maintain, and assure comﬁ!iance with written policy and procedure for the accurate
stocking and proper storage of drugs in the automated drug dispensing system,
accountability for and security of all drugs maintained in the automated drug dispensing
system, preventing unauthorized access to the system, tracking access to the system,
complying with federal and state regulations related to the storage and dispensing of
controlled substances, maintaining patient confidentiality, maintaining required records,
and assuring compliance with the requirements of this chapter. The manual shall be

capable of being accessed at both the pharmacy and the nursing home.

13. All records required by this section shall be filed in chronological order from date of
issue and maintained for a period of not less than two years. Records shall be maintained

at the address of the pharmacy providing services to the nursing home except:

a. Manual Schedule VI distribution records may be maintained in offsite storage or
electronically as an electronic image that provides an exact image of the document
that is clearly legible provided such offsite or electronic storage is retrievable and made

available for inspection or audit within 48 hours of a request by the board or an

authorized agent.




b. Distribution and delivery records and required signatures may be genérated or
maintained electronically provided:

(1) The system being used has the capability of recording an electronic signature that
Is a unique identifier and restricted to the individual required to initial or sign the record.
(2) The records are maintained in a read-only format that cannot be altered after the

information is recorded.

(3) The system used is capable of producing a hard-copy printout of the records upon
request.

¢. Schedule 1I-V distribution and delivery records may only be stored offsite or
electronically as described in subdivisions 13 a and b of this section if authorized by

DEA or in federal law or regulation.

d. Hard-copy distribution and administration records that are printed and reviewed in
conducting required audits may be maintained off site or electronically provided they
can be readily retrieved upon request; provided they are maintained in a read-only
format that does not allow alteration of the records; and provided a separate log is
maintained for a period of two years showing dates of audit and review, the identity of
the automated dispensing device being audited, the time period covered by the audit

and review, and the initials of all reviewers.
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The Pharmacy Technician Workforce:
At a Glance:

The Workforce

Licensees: 14,842
Virginia’s Workforce: 13,920
FTEs: 10,533

Survey Response Rate

All Licensees: 73%
Renewing Practitioners: 97%

Demographics

Background
Rural Childhood: 40%

HS Degree in VA: 75%
% Work Non-Metro: 14%

Education
High School/GED: 59%
Associate Degree: 21%

Finances

Current Employment

Employed in Prof.: 80%
Hold 1 Full-time Job: 63%
Satisfied?: 91%

Job Turnover
Switched Jobs in 2016: 4%
Employed over 2 yrs: 53%

Primary Roles

Female: 84%
Diversity Index: 59%
Median Age: 34

Median Inc.:  $20k-$25k
Health Benefits: 54%
Under 40 w/ Ed debt: 51%

Medication Disp.: 62%
Administration: 4%
Supervision: 2%

Source: Va. Healthcare Workforce Data Center

Full Time Equivalency Units per 1,000 Residents
by Council on Virginia's Future Region

Source: WaHeakthcare Wodforce 0 ata Center

FTEs per 1,000 Residents

3132

- 163

Annual Estimates of the Resicent Popwation: Jule 1, 2074 .
Source; LS. Censws Bureal, Popwation Division
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Results in Brief

10,877 pharmacy technicians voluntarily took part in the 2016 Pharmacy Technician Workforce Survey. The Virginia
Department of Health Professions’ Healthcare Workforce Data Center (HWDC) administers the survey during the license
renewal process, which takes place every December for pharmacy technicians. These survey respondents represent 73%
of the 14,842 pharmacy technicians who are licensed in the state and 97% of renewing practitioners.

The HWDC estimates that 13,920 pharmacy technicians participated in Virginia’s workforce during the survey
period, which is defined as those who worked at least a portion of the year in the state or who live in the state and
intend to return to work in the profession at some point in the future. Virginia’s pharmacy technician workforce
provided 10,533 “full-time equivalency units” during the survey time period, which the HWDC defines simply as working
2,000 hours a year (or 40 hours per week for 50 weeks with 2 weeks off).

84% of all pharmacy technicians are female, including 82% of those pharmacy technicians who are under the age of
40. Overall, 64% of all pharmacy technicians are under the age of 40. Meanwhile, in a random encounter between two
pharmacy technicians, there is a 59% chance that they would be of a different race or ethnicity, a measure known as the
diversity index. This makes Virginia’s pharmacy technician workforce more diverse than the state’s general population,
which has a diversity index of 55%.

40% of all pharmacy technicians grew up in a rural area, and 27% of these professionals currently work in non-Metro
areas of the state. Overall, just 14% of pharmacy technicians currently work in non-Metro areas of the state. Three-
guarters of pharmacy technicians earned their high school degree in the state, including 74% of those who graduated
high school in the past five years.

59% of all pharmacy technicians earned a high school degree or GED as their highest professional degree, while
another 21% have gone on to earn an Associate degree. 39% of pharmacy technicians currently carry educational debt,
including 51% of those who are under the age of 40. The median debt burden for those with educational debt is
between $14,000 and $16,000.

80% of pharmacy technicians are currently employed in the profession, and only 1% of the pharmacy technician
workforce is involuntarily unemployed at the moment. 53% of pharmacy technicians have been at their primary work
location for at least two years, while just 4% have switched jobs at some point in 2016.

91% of all pharmacy technicians receive an hourly wage at their primary work location. In total, the median annual
income for a pharmacy technician in the state is between $20,000 and $25,000. 91% of pharmacy technicians indicate
they are satisfied with their current employment situation, including 49% who indicate they are “very satisfied”.

75% of all pharmacy technicians work in the for-profit sector, while another 15% work in the non-profit sector. Large
Chain Community Pharmacies (i.e. pharmacies with more than 10 locations) are the most common establishment type in
the state, employing 35% of Virginia’s pharmacy technician workforce. The inpatient departments of hospitals and
independent community pharmacies are also common establishment types among the state’s pharmacy technicians.

A typical pharmacy technician spends approximately three-quarters of her time dispensing medication. In fact, 62%
of all pharmacy technicians serve a medication dispensing role, meaning that at least 60% of their time is spent in such
activities. The typical pharmacy technician also spends a small portion of her time performing administrative and
teaching activities.

52% of pharmacy technicians expect to retire by the age of 65. 14% of the current workforce expects to retire in the
next decade, while half of the current workforce expects to retire by 2041. Over the next two years, 8% of all pharmacy
technicians expect to leave the profession, while 4% expect to leave the state entirely in order to practice elsewhere. At
the same time, however, 22% of Virginia’s pharmacy technician workforce expects to pursue additional educational
opportunities, and 7% plan to increase their patient care activities.



Summary of Trends

With respect to most indicators, there was very little change in Virginia’s pharmacy technician workforce in 2016, but
there were a few important differences of note during the year. In 2016, there were 14,842 licensed pharmacy
technicians in the state of Virginia, which represents an approximately 1% increase from the 14,710 pharmacy
technicians who were licensed in the state in 2015. At the same time, Virginia’s pharmacy technician workforce
increased from 13,834 to 13,920, while the total number of FTEs provided by this workforce rose from 10,327 to 10,533.

The pharmacy technician workforce became a little more diverse in 2016 as its diversity index grew from 58% to 59%
during the year. For those pharmacy technicians who are under the age of 40, the diversity index increased from 62% to
63%. However, there appears to be no change in the relative age and gender distributions of the 2016 pharmacy
technician workforce.

Although there was no change in the median debt level among those pharmacy technicians who had education debt in
2016, the workforce as a whole was slightly less likely to have education debt at all. In 2015, 40% of all pharmacy
technicians held education debt, including 52% of those under the age of 40. In 2016, these figures fell to 39% and 51%,
respectively.

The employment situation for Virginia’s pharmacy technician workforce seems to have improved during 2016. In 2015,
78% of the state’s pharmacy technician workforce was actually employed in the profession at the time of the survey, but
this percentage rose to 80% in 2016. At the same time, the involuntary unemployment rate fell from 2% to 1%. The
percent of underemployed pharmacy technicians also fell: Throughout 2015, 5% of Virginia’s pharmacy technician
workforce was underemployed, but this figure fell to 4% in 2016. In addition, the number of pharmacy technicians who
held one full-time job increased slightly during the year from 62% to 63%.

Although this strong employment picture did not result in an increase in the median annual income of the state’s
pharmacy technician workforce, these workers were more likely to receive employer-sponsored benefits. Among those
pharmacy technicians who receive a salary or an hourly wage at their primary work location, 54% received health
insurance from their employer in 2016, which is up from 52% in the prior year. Those who had access to an employer-
sponsored retirement plan also increased from 46% to 47%. Thanks in part to this expanding access to employer-
sponsored benefits, the percentage of pharmacy technicians who indicated that they were satisfied with their jobs
increased in 2016 from 89% to 90%.

In 2016, pharmacy technicians were slightly less likely to work for a government agency. 8% of all pharmacy technicians
worked for a state or local government in 2015, while 4% worked for the federal government. In 2016, however, these

percentages fell to 7% and 3%, respectively. Instead, the state’s pharmacy technician workforce was slightly more likely
to work in the non-profit sector. While only 14% of pharmacy technicians worked for a non-profit organization in 2015,
15% worked for this establishment type in 2016.

There was little change in the retirement expectations of Virginia’s pharmacy technicians, but it is now estimated that
half of this workforce will be retired in 2041, which is four years lower than the estimate from 2015. However, the
degree of this change is probably exaggerated due to the effect of variable binning. Meanwhile, 7% of pharmacy
technicians are expecting to leave the workforce over the next two years, which is down from 8% in 2015. At the same
time, however, the percentage of pharmacy technicians who expect to pursue additional educational opportunities fell
from 23% to 22%.

Finally, pharmacy technicians tended to work more hours in 2016. In 2015, the typical pharmacy technician provided
0.81 FTEs during the year. However, the number rose to 0.83 FTEs in 2016. Over the course of a 50-week work year, this
translates into an increase of approximately one extra hour of work per week.



Survey Response Rates

A Closer Look:

Licensee Counts \
License Status | # % | At a Glance:

Renewin

Practitiorgiers 10,495 1% Licensed Pharmacy Tech.

New Licensees 1,943 13% Number: 14,842

Non-Renewals 2,404 16% New: 13%

All Licensees 14,842 100% MO RS 16%

Source: Va. Healthcare Workforce Data Center Surve Res onse Rates

All Licensees: 73%

4 A\ Renewing Practitioners:  97%

HWDC surveys tend to achieve very high response
rates. 97% of renewing pharmacy technicians Source: Va. Healthcare Workforce Data Center

submitted a survey. These represent 73% of pharmacy
Response Rates \

technicians who held a license at some point in 2016.

AN /

Completed Surveys 10,877
Response Rate, all licensees 73%
Response Rates Response Rate, Renewals 97%
Statistic Non oo Response Source: Va. Healthcare Workforce Data Center
Respondents LEN
ByAge / Definitions \
Under 30 1,863 3,212 63%
30 to 34 635 1,794 74% 1. The Survey Period: The
35to 39 401 1,367 77% survey was conducted in
40 to 44 237 1,023 81% December 2016.
45 to 49 230 1,024 82% 2. Target Population: All
50 to 54 187 820 81% professionals who held a
55 to 59 131 792 86% Virginia license at some point
60 and Over 281 845 75% in 2016. _
Total 3,965 10,877 73% 3. Survey Populat.lon: The
e e survey was available to those
New Licenses s
who renewed their licenses
online. It was not available to
MetroStatus those who did not renew,
Non-Metro 498 1,621 77% including some professionals
Metro 3,095 8,785 74% newly licensed in 2016.
Not in Virginia 372 471 56% \ /

Source: Va. Healthcare Workforce Data Center



The Workforce

Definitions \

. Virginia’s Workforce: A licensee with a primary
or secondary work site in Virginia at any time in
Workforce the past year or who indicated intent to return to
2016 Pharm. Tech. Workforce: 13,920 Virginia’s workforce at any point in the future.
FTEs: 10,533 . Full Time Equivalency Unit (FTE): The HWDC
uses 2,000 (40 hours for 50 weeks) as its baseline
measure for FTEs.
Licensees in VA Workforce: The proportion of
licensees in Virginia’s Workforce.
Licensees per FTE: An indication of the number
of licensees needed to create 1 FTE. Higher
numbers indicate lower licensee participation.
. Workers per FTE: An indication of the number of
workers in Virginia’s workforce needed to create
Virginia's Pharm. Tech. Workforce 1 FTE. Higher numbers indicate lower utilization

mn| \Of available workers. /

At a Glance:

Utilization Ratios
Licensees in VA Workforce:
Licensees per FTE:
Workers per FTE:

Source: Va. Healthcare Workforce Data Center

YVorked in Virginia 13574 98%
in Past Year

Looking for .
Work in Virginia S 2%
Virginia's .
Workforce 13,920 100%
Total FTEs 10,533
Licensees 14,842

Source: Va. Healthcare Workforce Data Center

Looking for Work
in Virginia
This report uses weighting to
estimate the figures in this
report. Unless otherwise noted,
figures refer to the Virginia

Workforce only. For more
information on HWDC’s
methodology visit: Total

FTEs

www.dhp.virginia.gov/hwdc

Source: Va. Healthcare Workforce Data Center



Demographics

A Closer Look:
Age & Gender

Male Female Total

At a Glance:

% " % in Age
Male Female Group

Under 30 20% | 3,544 80% 4,408 36%

Gender
% Female:
% Under 40 Female:

30to 34 324 16% | 1,698 84% 2,022 16%
35to 39 219 15% | 1,264 85% 1,483 12%

Age
40todd | 179 18% | 834 82% | 1,013 8% Median Age:
45t049 | 119 12% & 902 88% | 1,021 8% % Under 40
50to54 | 100 12% | 718 88% 818 7% % 55+;
55t059 | 95  13% | 647 87% 742 6%
60 + 117 13% | 771 87% 883 7% Diversity
Total 2,017 16% | 10,379 84% 12,396 100% Diversity Index: 59%

Under 40 Div. Index: 63%

Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center

Race & Ethnicity

Race/ Virginia* Pharmacy Tech. Fharm. Tech:
Ethnicit Under 40 / \
nici
- % # % # %
White 63% 7,323 59% | 4,335 55% In a chance encounter
Black 19% 2,746 22% | 1,878 24% b:“"’e?” f;";‘z/ Pf;f 655’0’;0’5' ,
Asian 6% 1,163 9% | 789  10% f/vss‘f I ; a;f]fg‘;; at they
Other Race 0% 167 1% 108 1% race/ethnicity (a measure known
Two or more 2% 401 3% 330 4% as the Diversity Index). For
races Virginia’s population as a whole,
Hispanic 9% 639 5% 496 6% the comparable number is 55%.
Total 100% 12,439 100% | 7,936 100% \S J
* Population data in this chart is from the US Census, Annual Estimates of the Resident
Population by Sex, Race, and Hispanic Origin for the United States, States, and Counties: July 1,
ngt}r‘:e:: Va. Healthcare Workforce Data Center
Age & Gender
f \ Male Female
64% Of (J// pharm(]cy 60 and Over| 60 and Over
technicians are under the age 55 to 50- 5 t0 59

of 40, and 82% of these
professionals are female. In

50 to 54 750 to 54

45 to 49 45 to 49

addition, the diversity index @ z
among those professionals who AT otod
are under the age of 40 is 63%. 3 10 30 L35 1039

30 to 34 730 to 34

\ /

Under 30

T T T T I T T T T
4,000 3,000 2,000 1,000 00 1,000 2,000 3,000 4,000

Source: Va. Healthcare Workforce Data Center



Background

A Closer Look:

Primary Location: Rural Status of Childhood
At a Glance: USDA Rural Urban Continuum Location
Code Description Rural  Suburban Urban \
Childhood Metro Counties
Urban Childhood: 1 Metro, 1 million+ 25% 50% 26%
Rural Childhood: 2 Metro, 250,000 to 1 million  56% 33% 12%
. .. 3 Metro, 250,000 or less 65% 25% 10%
B AT A R Background Non-Metro Counties
HS in Virginia: 75% Urb 50.000+ M
HS in Va., Past 5 Years:  74% 4 a;j an pop 20,000+, Metro o0/ 2%  10%
Location Choice 6 &r:;g zg.p' 2,500-19,999, 78% 13% 9%
% Work Non-Metro: 14% Urb J > £00-15.999
% Rural to Non-Metro: 27% 7 r ar;.pop, At 92% 4% 4%
% Urban/Suburban nonaaj - . . .
to Non-Metro: 59% 8 Rural, Metro adj 77% 16% 7%
9 Rural, nonadj 68% 22% 10%
Source: Va. Healthcare Workforce Data Center Overa" 40% 40% 20%
Source: Va. Healthcare Workforce Data Center
High School Location
M virginia

[ outside U.S./Canada

E other / \

40% of pharmacy

technicians grew up in self-
described rural areas, and 27%
of these professionals currently
work in non-Metro counties.
Overall, 14% of Virginia’s
pharmacy technician workforce
is employed in non-Metro areas
of the state.

\ )

Source: Va. Healthcare Workforce Data Center



Top Ten States for Pharmacy Technician Recruitment

High School Location

Rank All Pharmacy Technicians Licensed in Past 5 Years

State # State # / \

1 Virginia 9,188 Virginia 4,290 ) o
Outside Outside . .75A of Virginia’s p.harmac.y

2 873 383 technician workforce received their

U.S./Canada U.S./Canada high school diploma in Virginia.
3 New York 206 North Carolina 115 Among those pharmacy
4 North Carolina 206 Maryland 107 technicians who received their
5 Maryland 170 New York 78 initial license in the past five years,
6 West Virginia 161 Florida 65 74% have also received their high
7 Pennsylvania 153 West Virginia 60 school degree in the state.
8 Florida 136 Pennsylvania 58 \ /
9 California 110 California 53
10 New Jersey 106 Texas 48

Source: Va. Healthcare Workforce Data Center

- A

6% of Virginia’s licensed
pharmacy technicians did not

At a Glance:

participate in the state’s workforce in M
2016. 76% of these professionals Total: 920
worked at some point in the past % of Licensees: 6%
year, including 55% who currently Federal/Military: 6%

work as pharmacy technicians. VA Border State/DC: 36%

\ J

Source: Va. Healthcare Workforce Data Center




Education

A Closer Look:

Highest Professional Degree

Degree # %

High School/GED 7,169 59% At a Glance:
Associate 2,512 21%

Baccalaureate 2,165 18% Education

Masters 323 3% High School/GED:

Ph.D. 24 0% Associate Degree:

Total 12,193 100%

Educational Debt

Carry debt: 39%
Under age 40 w/ debt: 51%
Median debt: $14k-516k

Source: Va. Healthcare Workforce Data Center

Highest Professional Degree

WHigh School Source: Va. Healthcare Workforce Data Center
[Hassociate Degree
.Baccalaureate
Degree
[IMastersiPh.D.

59% of all pharmacy technicians hold
either a high school degree or a GED as their
highest professional degree.

Educational Debt

Source: Va. Healthcare Workforce Data Center All Pharm. Pharm. Tech.
Amount Carried Tech. Under 40
None 5930 61% | 3,065 49%
39% of pharmacy technicians Less than $10,000 | 1,381 14% | 1,109 18%
currently carry educational debt, $10,000-$19,999 805 8% 658 11%
including 51% of those under the age $20,000-$29,999 601 6% 509 8%
of 40. For those with educational ! !
debt, the median amount is between $30,000 or more 1,072 11% 878 14%
$14,000 and $16,000. Total 9,789 100% 6,219 100%

Source: Va. Healthcare Workforce Data Center



Credentials

At a Glance:

Top Certifications
PTCB:

ExCPT:
Total w/ Cert.:

Nat’l Certifications
Required:
Pay Raise w/ Cert.:

Source: Va. Healthcare Workforce Data Center

/
42% of pharmacy technicians
work for an employer that requires
a national certification as a
condition of employment. In
addition, 38% of employers offer a
pay raise for those pharmacy
technicians that have earned a
national certification.

\

SN

)

Professional Certifications

[o)
Certification # % of

Workforce

Pharmacy Technician Certification

0,
(PTCB) 9,115 66%
Exam for Certification of Pharmacy
1,184 9
Technicians (EXCPT) 18 e
Total 10,299 74%
Source: Va. Healthcare Workforce Data Center
- A
74% of Virginia’s pharmacy workforce
holds a professional certification, including
66% who have a Pharmacy Technician
Certification (PTCB).
N S
National Certifications
Required for Employment? # %
Yes 5,096 42%
No 6,902 58%
Pa Railse S dtlio H %
Yes 3,926 38%
No 4,943 48%
No Certification Held 1,341 13%

Source: Va. Healthcare Workforce Data Center
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Current Employment Situation

At a Glance:

Employment
Employed in Profession: 80%

Involuntarily Unemployed: 1%

Positions Held
1 Full-time:
2 or More Positions:

Weekly Hours:
40 to 49: 43%

60 or more: 3%
Less than 30: 17%

Source: Va. Healthcare Workforce Data Center

A Closer Look:

Current Work Status
Status
Employed, capacity unknown 24 0%
Employed in a} pharmacy technician- 9,682 80%
related capacity
Emplcfy.ed, NOTina phar.macy 1841 15%
technician-related capacity
Not working, reason unknown 0 0%
Involuntarily unemployed 170 1%
Voluntarily unemployed 409 3%
Retired 46 0%
Total 12,172 100%

Source: Va. Healthcare Workforce Data Center

I A\
80% of Virginia’s pharmacy technicians are currently employed in the
profession, while only 1% are involuntarily unemployed at the moment. 63% of
all pharmacy technicians currently hold one full-time job, and 43% work
between 40 and 49 hours per week.
S /
Current Weekly Hours

Current Positions Hours i %
Positions # % 0 hours 625 5%
No Positions 625 5% 1 to 9 hours 373 3%
One Part-Time Position 2,615 22% 10 to 19 hours 678 6%
Two Part-Time Positions 242 2% 20 to 29 hours 985 8%
One Full-Time Position 7,583 63% 30 to 39 hours 3,269 28%
One Full-Time Position & 40 to 49 hours 4958 43%

. L. 820 7% D
One Part-Time Position 50 to 59 hours 422 4%
Two Full-Time Positions 34 0% 60 to 69 hours 123 1%

. o
More than Two Positions 55 0% 70 to 79 hours 100 1%
O,
Uz O e 0, 80 or more hours 123 1%
Source: Va. Healthcare Workforce Data Center
Total 11,656 100%

Source: Va. Healthcare Workforce Data Center
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Employment Quality

A Closer Look:

Income

Annual Income # % ‘
Volunteer Work Only 143 3%
Less than $10,000 641 12%
$10,000-$14,999 519 10%
$15,000-$19,999 577 11%
$20,000-$24,999 848 16%
$25,000-$29,999 811 15%
$30,000-$34,999 685 13%
$35,000-$39,999 483 9%
$40,000-$44,999 304 6%
$45,000-$49,999 188 4%
$50,000 or more 219 4%
Total 5,418 100%

Source: Va. Healthcare Workforce Data Center

Job Satisfaction \
Level ‘ # ‘ % ‘
5,881 49%
Somewhat Satisfied 4,906 41%
Somewhat Dissatisfied 789 7%
Very Dissatisfied 334 3%
Total 11,910 100%

Source: Va. Healthcare Workforce Data Center

Very Satisfied

At a Glance:

Annual Income

Median Income: S20k-25k

Benefits
Employer Health Ins.: 54%
Employer Retirement:  47%

Satisfaction
Satisfied: 90%
Very Satisfied: 49%

Source: Va. Healthcare Workforce Data Center

N

The typical pharmacy technician earns between
520,000 and 525,000 per year. Among pharmacy
technicians who receive either an hourly wage or a
salary as compensation at the primary work
location, 54% receive health insurance and 47%

have access to a retirement plan.

Employer-Sponsored Benefits

% of

Benefit %  Wage/Salary
Employees

Paid Leave 5,836 60% 54%
Health Insurance 5,778 60% 54%
Dental Insurance 5,469 56% 51%
Retirement 5,017 52% 47%
Group Life Insurance 3,221 33% 30%
Signing/Retention Bonus 305 3% 3%
Received At Least One Benefit 7,455 77% 69%
*From any employer at time of survey.

Source: Va. Healthcare Workforce Data Center
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2016 Labor Market

A Closer Look:

Underemployment in Past Year
At a Glance:

In the past year didyou . ..?

Experience Involuntary Unemployment? 183 1%
Experience Voluntary Unemployment? 481 3% Unem.ployment
Work Part-time or temporary positions, but would 585 4% E_XM(EZOIG
have preferred a full-time/permanent position? ° Involuntarily Unemployed: 1%
Work two or more positions at the same time? 1,555 11% Underemployed: 4%
Switch employers or practices? 615 4% Stability
Experienced at least One 2,869 21% Switched:
Source: Va. Healthcare Workforce Data Center New Location:
r h Over 2 years:
Only 1% of Virginia’s pharmacy technicians were Over 2 yrs, 2" |ocation:
involuntary unemployed at some point in 2016. For
comparison, Virginia’s average monthly unemployment Employment Type
rate was 4.0%." Hourly Wage: 92%

Source: Va. Healthcare Workforce Data Center

Location Tenure

Primary Secondary
# %
i i 53% of pharmacy technicians
r::agil:)rr:ently Working at this 358 3% 301 13% have Woj;lIZed at th);ir primary
Less than 6 Months 1,045 9% 325  14% location for more than 2 years—
6 Months to 1 Year 1,106 10% 239  11% the job tenure normally required
1to 2 Years 2 685 24% 417 19% to get a conventional mortgage
3t05 Years 2,513 23% 469  21% foan.
6 to 10 Years 1,555 14% 248 11%
More than 10 Years 1,868 17% 250 11%
Subtotal 11,130 100% 2,249 100% SHIR DV IEN VRS |
Did not have location 772 11,345 Primary Work Site i %
Item Missing 2,018 325 Hourly Wage 9,682  92%
Total 13,920 13,920 Salary/ Commission 708 7%
Source: Va. Healthcare Workforce Data Center Unpaid 56 1%
Ve N By Contract/Per Diem 55 1%
Business/ Practice
92% of pharmacy technicians receive an hourly wage at Income 23 0%
their primary work location, while most remaining pharmacy Subtotal 10,524 100%

technicians receive a salary or commission.

Source: Va. Healthcare Workforce Data Center

' As reported by the US Bureau of Labor Statistics. The non-seasonally adjusted monthly unemployment rate ranged from 4.4% in
January to 3.8% in December. At the time of publication, results from December were still preliminary.
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Work Site Distribution

At a Glance:

Concentration
Top Region:

Top 3 Regions:
Lowest Region:

Locations
2 or more (Past Year):
2 or more (Now?*):

22%
18%

Source: Va. Healthcare Workforce Data Center

Central Virginia, Hampton

Roads, and Northern Virginia
employ two-thirds of all pharmacy
technicians in the state.

A Closer Look:

Regional Distribution of Work Locations

Primary Secondary

COVF Region Location Location

# # %
Central 2,667 24% 551 22%
Eastern 244 2% 48 2%
Hampton Roads 2,401 22% 571 23%
Northern 2,327 21% 565 23%
Southside 512 5% 89 4%
Southwest 788 7% 140 6%
Valley 765 7% 133 5%
West Central 1,271 12% 249 10%
;’t';i"/'; CB°'de' 34 0% 42 2%
Other US State 16 0% 54 2%
Outside of the US 1 0% 12 0%
Total 11,026 100% 2,454 100%
Item Missing 2,122 119

Source: Va. Healthcare Workforce Data Center

Council On Virginia's
Future Regions

S /
Number of Work Locations
Work Work
Locations Locations in Locations
Past Year Now*
# # %
0 345 3% 610 5%
1 8,523 75% 8,800 77%
2 1,550 14% 1,215 11%
3 834 7% 717 6%
4 60 1% 27 0%
5 35 0% 23 0%
“ﬁ:r'; 64 1% 20 0%
Total 11,412 100% 11,412 100%

*At the time of survey completion, December 2016.

Source: Va. Healthcare Workforce Data Center

18% of all pharmacy technicians
currently have multiple work locations,
while 22% had multiple work locations

over the past year.
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Establishment Type

A Closer Look:

Location Sector

Primary Secondary .

Sector Location Location At C Glance'
# % # % (Primary Locations)
For-Profit 7,812 75% 1,490 72%
- Sector
Non-Profit 1,530 15% 339 16% =
For Profit:

State/Local Government 706 7% 154 7% Eederal:
Veterans Administration 40 0% 6 0%
U.S. Military 187 2% 34 2% Top Establishments
Other Federal Gov't 129 1% 41 2% Large Chain Pharmacy:  35%
Total 10,404 100% 2,064 100% (11+ Stores)
Did not have location 772 11345 Hospital/Health System: 14%
Item Missing 2,744 511 (Inpatient)

Independent Pharmacy: 11%
(1-4 Stores)

Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center

Sector, Primary Work Site

M For-Profit
CONon-Profit

B state/Local Gov't
CFederal Gov't

a A

90% of Virginia’s

pharmacy technicians work
in the private sector,
including 75% who work in a
for-profit establishment.
Another 7% of pharmacy
technicians work for a state
or local government.

\s /)

Source: Va. Healthcare Workforce Data Center
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Top 10 Location Type
Primary Secondary

Establishment Type Location Location
H

Large Chain Community Pharmacy
(11+ stores)

Hospital/Health System, Inpatient
Department

Independent Community
Pharmacy (1-4 stores)

3,603 35% 689 34%

1,490 14% 225 11%

1,094 11% 180 9%

Supermarket Pharmacy 939 9% 155 8% Large Chain Community
Hospital/Health System Pharmacies (i.e. pharmacies
! 534 5% 85 4% with more than 10 stores)

Outpatient Department
Nursing Home/Long-Term Care 489 5% 66 3%
Mass Merchandiser (i.e. Big Box

employ 35% of Virginia’s
pharmacy technician

429 4% 65 3% workforce, the most of any
Store) establishment type in the
Clinic-Based Pharmacy 253 2% 42 2% state.

Pharmacy Benefit Administration
(e.g. PBM, Managed Care)

Home Health/Infusion 137 1% 35 2%
Small Chain Community Pharmacy
(5-10 stores)

186 2% 22 1%

114 1% 24 1%

Academic Institution 97 1% 59 3%
Mail Service Pharmacy 82 1% 9 0%
Manufacturer 37 0% 8 0%
Wholesale Distributor 35 0% 13 1%
Other 781 8% 325 16%
Total 10,300 100% 2,002 100%
Did Not Have Location 772 11,345

Source: Va. Healthcare Workforce Data Center

Establishment Type, Primary Work Site

Large Chain Community
Pharmacy (11+ stores)

Hospital/Health System,
Inpatient Department

Independent
B Community Pharmacy
(1-4 stores)

[CISupermarket Pharmacy

For pharmacy technicians who Dother

also have a secondary work location,
34% are employed by large chain
community pharmacies.

Source: Va. Healthcare Workforce Data Center



Time Allocation

A Closer Look:
At a Glance: o
(Primary Locations) - - i 194
W Some (20-39%)
0% About Half [40-53%)

Typical Time Allocation - Mot (8075%)
Medication Disp.:  70%-79% 4o Pl E o)
Administration: 1%-9% o
Teaching 1%-9% .
Roles s o :
Medication Disp.: 62%
AdmlnlSt ration: 4% Source: Va. Healthcare Workforce Data Center
Supervision: 2%
Education: 1%

. 4 A\
Patient Care Pharm. Techs.
Median Admin Time: 1%-9% 62% of pharmacy technicians fill a medication
oz Al T 1%-9% dispensing & customer service role, defined as

spending 60% or more of their time in that activity.

)
Source: Va. Healthcare Workforce Data Center \ J

Time Allocation

Time Spent Prim Sec. | Prim Sec. Prim Sec. Prim Sec. Prim Sec.
Site Site | Site Site Site Site Site  Site | Site Site

&'::1' 0%'02';“ Al asee as 3% 2% | 1% 2% | 1% 4% | 5% 8%
Most 17%  13% | 1% 1% | 1% 1% | 0% 1% | 1% 1%
(60-79%)

a':)‘f;‘;;;" 13% 10% 6% 4% @ 2% 3% | 1% 3% | 3% 2%
f;::g%) 8% 6% | 19% 16%| 6% 6% | 8% 8% | 5% 4%
Alittle 7% A% | 40% 34% 22%  17% @ 44% 33%  21% 16%
(1-19%)

None (o) o) (o) o) o) (o) o) (o) o) o)
(%) 10% 21% | 32% 42% | 67%  71% | 46% 51% | 65% 69%

Source: Va. Healthcare Workforce Data Center
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Retirement & Future Plans

A Closer Look:

Retirement Expectations \

At a Glance:

Expected Retirement All ‘ Over 50

Age # % # % Retirement Expectations
Under age 50 2,270 24% - - All Pharmacy Technicians
50 to 54 495 5% 35 2% Under 65: 52%
55 to 59 650 7% @ 126 7% :’Eder 621 e 36%

arm. Tech. 50 and over
60 to 64 1,514 16% 469 25% Under 65: 34%
65 to 69 2,188 23% 784  42% Under 60: 9%
70to 74 611 6% 195 10%
75t0 79 185 2% | 56 3% Time until Retirement
80 or over 115 1% 17 1% Within 2 years: 4%
I do not intend to retire | 1,448 15% @ 197 10% Within 10 years: 14%
Total 9,476 100% 1,879 100% Half the workforce: By 2041
Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center
4 A\

52% of all pharmacy technicians expect to retire by the age of
65, including 36% who expect to retire no later than the age of
60. Among pharmacy technicians who are age 50 and over, 34%
expect to retire by the age of 65.

Future Plans

ceveErilene | & [ B
Decrease Participation

Leave Profession 1,135 8%

Within the next two years, 22% of Leave Virginia 568 4%

all pharmacy technicians expect to Decrease Patient Care Hours 193 1%

pursue additional educational "

.. . Decrease Teaching Hours 130 1%
opportunities, and 7% want to increase e
their patient care hours. w

Increase Patient Care Hours 990 7%

Increase Teaching Hours 707 5%

Pursue Additional Education 3,095 22%

Return to Virginia’s Workforce 197 1%

Source: Va. Healthcare Workforce Data Center
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By comparing retirement
expectation to age, we can
estimate the maximum years to
retirement for pharmacy
technicians. Only 4% of pharmacy
technicians plan on retiring in the
next two years, while 14% plan on
retiring within the next ten years.
Half of the current workforce
expects to retire by 2041.

Time to Retirement

Expect to retire within. .. # Cuml;l)atlve
2 years 417 4% 4%
5 years 250 3% 7%
10 years 688 7% 14%
15 years 853 9% 23%
20 years 1,003 11% 34%
25 years 1,481 16% 50%
30 years 1,164 12% 62%
35 years 780 8% 70%
40 years 621 7% 77%
45 years 434 5% 81%
50 years 229 2% 84%
55 years 62 1% 84%
In more than 55 years 46 0% 85%
Do not intend to retire 1,448 15% 100%
Total 9,476 100%

Source: Va. Healthcare Workforce Data Center

Expected Years to Retirement

10,00

Cumulative Frequency

sieal
sieal
saeal )
sieal G|
saeaf g
sieal g
saeaf g
sieak g
sieaf of
sieaf g
saeaf g
sieal g
sieaf +g
ainaljoN

2 years

5 years

10 years

15 years

gg ;z:g Using these estimates,

30 years retirements will begin to reach

:g ;:i 10% of the current workforce

;g ;::i starting in 2036. Retirements

55 years will peak at 16% of the current

;';;"[;fe than 35 workforce around 2041 before
[ not intend to declining to below 10% of the

current workforce again
around 2051.

Source: Va. Healthcare Workforce Data Center
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Full-Time Equivalency Units

At a Glance:

FTEs

Total: 10,533
FTEs/1,000 Residents:  1.265
Average: 0.80

Age & Gender Effect
Age, Partial Eta’: Small

Gender, Partial Eta®: Negligible
Partial Eta® Explained:

Partial Eta’ is a statistical
measure of effect size.

Source: Va. Healthcare Workforce Data Center

A Closer Look:

Full Time Equivalency Units

5,000 Mean = 8011
Std. Dev. = .42716
N = 13,147.52383971

T
1.00 2.00 3.00 4.00 5.00
Total FTEs

Source: Va. Healthcare Workforce Data Center

The typical pharmacy technician provided 0.83 FTEs in 2016, or approximately 33 hours per week for
50 weeks. Although FTEs appear to vary by both age and gender, statistical tests did not verify that a

difference exists.”

Full-Time Equivalency Units

Average Median

Age
Under 30 0.69 0.62
30to 34 0.82 0.80
35to 39 0.86 0.89
40to 44 0.86 0.92
45 to 49 0.87 0.93
50 to 54 0.93 0.93
55 to 59 0.87 0.93
g(",::d 0.86  0.83
| Gender |
Male 0.82 0.89
Female 0.81 0.86

Source: Va. Healthcare Workforce Data Center

FTEs by Age & Gender

== Male
~~Female

Average Total FTEs
o o o - =
i B . L

o
N

e
o

Under 30

30 to 347

35 to 39

40 to 44

45 to 49

50 to 54

55 to 59

60 and Over-

Age

Source: Va. Healthcare Workforce Data Center

’Due to assumption violations in Mixed between-within ANOVA (Levene’s Test & Interaction effect are significant).
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Maps

Council on Virginia’s Future Regions

Full Time Equivalency Units

[ ]218- 489
[ 7231204
2222213
| pIg

Full Time Equivalency Units
by Council on Virginia's Future Region

Source: Wa Healthcare Wakcforee D ata Center

Southside

o 25 40 100 150 200 W f@r
Miles v

FTEs per 1,000 Residents

[ Joms
[ 131132
P 148- 153
| PhE

Full Time Equivalency Units per 1,000 Residents
by Council on Virginia's Future Region

Source: Wa Healthcare Workforee D ata Center

Annual Estimates of the Resident Popwation: July 1, 2014 .
Sowrce: U5 Cansls Buraaw, Poouiation Division
0 25 A0 100 150 200 W @ E
Miles .
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Area Health Education Center Regions

Full Time Equivalency Units
by Area Health Education Center

Source: WaHealthcare Wordforee [ ata Center

MNorthern

Full Time Equivalency Units Wirgiria

[ Ja22.708
122

P 153 - 1 e
B a2

Blue Ridge

Eastern
wirginia

0o 25 A0 100 150 200 {.rl-\fu
Miles

5

Full Time Equivalency Units per 1,000 Residents
by Area Health Education Center

Source: VaHealthcare 'Wokforce D ata Centar

Morthern
wWirginia

FTEs per 1,000 Residents

| o

T 124
P 1a0- 140
| RECEEP:

Eastern
“irginia

Annual Estimates of the Resicent Fopuwation: Juiy 1, 2074
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Workforce Investment Areas

Full Time Equivalency Units
by Workforce Investment Area

Sowurce: WaHealthcare Workforee D ata Center

Full Time Equivalency Units

[ Jo05-27m2
T
512892
P 27 - 740
B 1500 - 1 Est

Area

& X

Area Xl

b

Area VI

Area XV

Area VI

Area XVII

0o 25 &0 100 150 200 ﬁ(}{,.
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5

Full Time Equivalency Units per 1,000 Residents
by Workforce Investment Area

Source: VaHealthcare Workforce D ata Center

FTEs per 1,000 Residents
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L imoz3
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B 5187
s

Area
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Area VI

Annual Estimates of the Resicent Poauiation: Juy 1, 20714

Sowrce: ULE, Census Bureay, Population Division
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Health Services Areas

Full Time Equivalency Units
by Health Services Area

Source: VaHealthcare Wotforee D ata Center

Full Time Equivalency Units
[ 188t
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5

Full Time Equivalency Units per 1,000 Residents
by Health Services Area

Source: WaHealtthcare Wadcforce D ata Center

FTEs per 1,000 Residents
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Annual Estimates of the Reslicent Popuwation: Juiy 1, 2014

Source; ULS, Census Buraay, Fopuiztion Division
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Planning Districts

Full Time Equivalency Units
[ ]e7-9

[ |13

2237

B a0s- 570

B (505 2,164

Full Time Equivalency Units
by Planning District

Source: VYaHeaklthcare Workforce D ata Center
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Appendix

Weights

Rural Location Weight Total Weight | See the Methods section on the HWDC website
Status Rate Weight ~ Min  Max | for details on HWDC Methods:
Metro,1 9103 72.65% 1.376531 1.175653 1.593908

million+
Metro,
250,000t 1,395 79.43% 1.259025 1.075295 1.457846 Final weights are calculated by multiplying the
1 million two weights and the overall response rate:
Metro,

250,0000r 1,382 76.99% 1.298872 1.109327 1.503985
less

Urban pop

20,000+, 327 78.29% 1.277344 1.09094 1.479057
Metro adj Overall Response Rate: 0.732853
Urban pop

Age Weight x Rural Weight x Response Rate =
Final Weight.

20,000+, 0 NA NA NA NA
nonadj Final Weight Distribution e
Urban pop,

19999, 693 78.79% 1269231 1.084011 1.469663 25000 e e
Metro adj
Urban pop, 2,000.0—
f;ggg 545 74.50% 1.342365 1.146473 1.554346
nonad;j

RMuraI, . 315 74.29% 1.346154 1.149709 1.558734
etro adj 1,000.0-

Rural, . 239 74.90% 1.335196 1.14035 1.546045
nonadj 500.0- /

Virginia \
border 634 58.99% 1.695187 1.447808 1.962885
state/DC 0

omerUS 209 46.41% 2.154639 1840212 2.494892

1,500.0-]

Frequency

v

0000007 s

000000° 1
0000071

00000% 1
000009}

000008" 1
000002"Z
00000% 7

Weight

Age Weight Total Weight

Rate Weight . Min Max
Under 30 5,075 63.29% 1.580012 1.457846 2.494892

30to 34 2,429 73.86% 1.353958 1.24927 2.137944
35t0 39 1,768 77.32% 1.293343 1.193342 2.042232
40to 44 1,260 81.19% 1.231672 1.136439 1.94485
45 to 49 1,254 81.66% 1.224609 1.129923 1.933699
50 to 54 1,007 81.43% 1.228049 1.133096 1.93913
55 to 59 923 85.81% 1.165404 1.075295 1.840212

odand 1,126 75.04% 1.332544 1.229512 2.104132
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The Pharmacist Workforce:
At a Glance:

The Workforce

Licensees: 14,409
Virginia’s Workforce: 8,443
FTEs: 6,976

Survey Response Rate
All Licensees: 89%
Renewing Practitioners: 98%

Demographics

Female: 64%
Diversity Index: 50%
Median Age: 45

Background
Rural Childhood: 33%

HS Degree in VA: 46%
Prof. Degree in VA: 48%

Education

Baccalaureate: 41%

Pharm.D./Professional: 59%

Finances

Median Inc.: $120k-S130k
Health Benefits: 72%
Under 40 w/ Ed debt: 77%

Source: Va. Healthcare Workforce Data Center

Current Employment

Employed in Prof.: 93%
Hold 1 Full-time Job: 73%
Satisfied?: 90%

Job Turnover
Switched Jobs in 2016: 6%
Employed over 2 yrs: 61%

Primary Roles

Patient Care: 75%
Administration: 7%
Education: 1%

FTEs per 1,000 Residents

[ ]o63-069
[ o77-0380
B o8

I 0.90 - 0.92

Full Time Equivalency Units per 1,000 Residents
by Council on Virginia's Future Regions

Souwce: Va Healhcare Work force Data Center

Annual Estimates of the Resident Population: July 1, 2014 0 25 50 100

150 200
Source U Gensus Bureau, Popuiion Divison [ — s,




Results in Brief

12,840 pharmacists voluntarily took part in the 2016 Pharmacist Workforce Survey. The Virginia Department of
Health Professions’ Healthcare Workforce Data Center (HWDC) administers the survey during the license renewal
process, which takes place every December for pharmacists. These survey respondents represent 89% of the 14,409
pharmacists who are licensed in the state and 98% of renewing practitioners.

The HWDC estimates that 8,443 pharmacists participated in Virginia’s workforce during the survey period, which is
defined as those who worked at least a portion of the year in the state or who live in the state and intend to return to
work as a pharmacist at some point in the future. During 2016, Virginia’s pharmacists provided 6,976 “full-time
equivalency units”, which the HWDC defines simply as working 2,000 hours a year (or 40 hours per week for 50 weeks
with 2 weeks off).

A majority of pharmacists are female, and the median age among those in the workforce is 45. In a random
encounter between two pharmacists, there is a one-in-two chance that they would be of different races or ethnicities, a
measure known as the diversity index. This makes Virginia’s pharmacists slightly less diverse than the state’s overall
population, where there is a 55% chance that two randomly chosen people would be of different races or ethnicities.

One-third of pharmacists grew up in a rural area, and nearly one-quarter of these professionals currently work in
non-Metro areas of the state. Meanwhile, 46% of Virginia’s pharmacists graduated from high school in Virginia, and 48%
of pharmacists earned their initial professional degree in the state. In total, 55% of Virginia’s pharmacists have some
educational background in the state.

A slight majority of Virginia’s pharmacist workforce has earned a doctoral or other professional degree as their
highest level of educational attainment. 41% of pharmacists currently carry educational debt, including more than three-
guarters of those under the age of 40. The median debt burden for those pharmacists with educational debt is between
$100,000 and $110,000.

93% of pharmacists are currently employed in the profession. 73% of all pharmacists hold one full-time position, and
more than half of all professionals work between 40 and 49 hours per week. Over the past year, only 1% of pharmacists
have been involuntarily unemployed, while another 3% have been underemployed.

The typical pharmacist earned between $120,000 and $130,000 last year. In addition, 86% of pharmacists who are
compensated with either an hourly wage or salary at their primary work location also receive at least one employer-
sponsored benefit, including 72% who receive health insurance. 90% of all pharmacists are satisfied with their current
employment situation, including 50% who indicate they are “very satisfied”.

More than 90% of all pharmacists work in the private sector, including 69% who work at a for-profit organization.
Large community pharmacies (i.e. pharmacies with more than 10 locations) were the most common working
establishment type for Virginia’s pharmacist workforce, employing nearly one-third of all professionals. Hospital systems
and smaller pharmacies were also common employers of Virginia’s pharmacist workforce.

A typical pharmacist spends most of her time treating patients. Three quarters of all pharmacists serve a patient
care role, meaning that at least 60% of their time is spent in patient care activities. Meanwhile, another 7% of
pharmacists served an administrative role at their primary work location.

40% of pharmacists expect to retire by the age of 65. Just 7% of the current workforce expects to retire in the next
two years, while half of the current workforce expects to retire by 2041. Over the next two years, only 1% of Virginia’s
current pharmacist workforce expects to leave the profession, while 3% expect to leave the state entirely. Meanwhile,
9% of pharmacists plan on increasing patient care activities over the next two years, and 10% expect to pursue
additional educational opportunities.



Summary of Trends

There are no significant differences in the survey responses obtained in the 2016 survey compared to the previous
years. The number of licensed pharmacists, the state workforce, and the full time equivalency (FTE) units provided by
the state pharmacists have all increased slightly over time. For example, there were 12,732 licensees in the 2013 survey
compared to 13,998 in 2015 and 14,409 in 2016. Similarly, there were 6,846 FTEs in 2013, compared to 6,932 and 6,976
in 2015 and 2016, respectively. Survey response rates have held steady and high between 2015 and 2016.

The pharmacist workforce has become more racially and ethnically diverse, with its diversity index increasing from
47% in 2013 to 50% in 2016. For those under age 40, the index increased from 57% to 59%. However, the workforce has
less gender diversity as the percent female has inched up by a percent every year from 62% in 2013 to 64% in 2016.
Median age, by contrast, has been relatively stable between 44 to 45 years of age in the past four surveys. Although the
median age has been stable, the percent under age 40 has increased from 37% in 2013 to 40% in 2016.

Educational attainment has increased among the pharmacist workforce. In 2013, only 51% had a pharmacy
doctorate compared to 59% in 2016. This increase may also be the reason why a higher proportion of pharmacists
reported educational debt. 36% had educational debt in 2013 compared to 41% in 2016. The amount of debt also
increased from a median of S90K-$100K to $100K-$S110K. Meanwhile, the percent reporting residency or specialization
has declined slightly. Twenty-four percent reported at least one residency in 2013 compared to 20% in 2016; 25% also
had an immunization specialty in 2013 compared to 18% in 2016.

The market has not changed much for pharmacists; only about 1% reported being involuntarily employed in nearly
all the surveys and over 92% report being employed in the profession. Median income has increased slightly from
$110K-$120K in 2013 to $120K-$130K in the most recent survey. Along the same line, the percent receiving at least one
employer sponsored benefit has increased from 83% in 2013 to 86% in 2016. About 9 out of 10 pharmacists report they
are satisfied with their current employment situation in all the surveys.

The geographical distribution of the pharmacist workforce has held constant. However, 12% report working in two
or more work locations in 2016 compared to 17% in 2013. The work section, establishment, role, and time allocation
have also held constant for pharmacists over the years. Retirement plans have also remained stable among pharmacists.



Survey Response Rates

A Closer Look:

Licensee Counts

License Status \ # \ % \ At a Glance:

Renewing o

Practitioners 12,958 50% Licensed Pharmacists

New Licensees 901 6% Number: 14,409

Non-Renewals 550 4% New: 6%

o (o)
All Licensees 14,409 100% NS lErEnEe: .
Source: Va. Healthcare Workforce Data Center Surve Res onse Rates
All Licensees: 89%

Ve N Renewing Practitioners: 98%

HWDC surveys tend to achieve very high response
rates. 98% of renewing pharmacists submitted a
survey. These represent 89% of pharmacists who held
a license at some point in 2016.

Source: Va. Healthcare Workforce Data Center

Response Rates \

AN /

Completed Surveys 12,840
Response Rate, all licensees 89%
Response Rates Response Rate, Renewals 98%
Statistic Non oo Response Source: Va. Healthcare Workforce Data Center
Respondents LEN
ByAge / Definitions \
Under 30 113 943 89%
30 to 34 220 2,075 90% 1. The Survey Period: The
35to 39 192 1,792 90% survey was conducted in
40 to 44 153 1,628 91% December 2016.
45 to 49 167 1,656 91% 2. Target Population: All
50 to 54 124 1,405 92% pharmacists who held a
55 to 59 124 1,210 91% Virginia license at some point
60 and Over 476 2,131 82% in 2016. _
Total 1,569 12,840 89% 3. Survey Populat.lon: The
e e survey was available to those
New Licenses s
- who renewed their licenses
Issued in 2016 214 online. It was not available to
MetroStatus those who did not renew,
Non-Metro 149 952 86% including some pharmacists
Metro 701 7,330 91% newly licensed in 2016.
Not in Virginia 721 4,558 86% \ /

Source: Va. Healthcare Workforce Data Center



The Workforce

At a Glance:

Workforce
Pharmacist Workforce:
FTEs:

Utilization Ratios
Licensees in VA Workforce:
Licensees per FTE:
Workers per FTE:

Source: Va. Healthcare Workforce Data Center

Virginia's Pharmacist Workforce

YVorked in Virginia 8214 97%
in Past Year

Looking for .
Work in Virginia 229 3%
Virginia's .
Workforce 8,443 100%
Total FTEs 6,976

Licensees 14,409

Source: Va. Healthcare Workforce Data Center

This report uses weighting to
estimate the figures in this
report. Unless otherwise noted,
figures refer to the Virginia
Workforce only. For more
information on HWDC’s

methodology visit:
www.dhp.virginia.gov/hwdc

Definitions \

. Virginia’s Workforce: A licensee with a primary
or secondary work site in Virginia at any time in
the past year or who indicated intent to return to
Virginia’s workforce at any point in the future.
Full Time Equivalency Unit (FTE): The HWDC
uses 2,000 (40 hours for 50 weeks) as its baseline
measure for FTEs.

Licensees in VA Workforce: The proportion of
licensees in Virginia’s Workforce.

Licensees per FTE: An indication of the number
of licensees needed to create 1 FTE. Higher
numbers indicate lower licensee participation.

. Workers per FTE: An indication of the number of
workers in Virginia’s workforce needed to create
1 FTE. Higher numbers indicate lower utilization
of available workers.

Looking for Work

Licensees

in Virginia

Virginia's
Workforce

Source: Va. Healthcare Workforce Data Center



Demographics

A Closer Look:

Age & Gender
Male W: At a Glance:
Age % i
Male .~ Female f GLdm‘
Under 30 31% | 478 69% 697 9% % Female:
30 to 34 360 29% | 870  71% | 1,229  17% % Under 40 Female:
35t039 | 277 28% | 715 72% 992 13% Age
40tod44 | 230 28% | 598 72% 828 11% Median Age:
45t049 = 250 28% | 657 72% 907 12% % Under 40
50to54 | 258 34% | 499 66% 757 10% % 554
55t059 | 237 37% @ 408 63% 645 9%
60 + 821  63% | 478 37% 1,300  18% Diversity
Total 2,653 36% @ 4,702 64% 7,355  100% Diversity Index: 50%
Source: Va. Healthcare Workforce Data Center Under 40 Div. Index: 58%

Source: Va. Healthcare Workforce Data Center

Race & Ethnicity

Pharmacists

Race_/. Virginia Pharmacists Under 40 / \
Ethnicity
% # # %
In a chance encounter

White 63% 4,944 68% | 1,740 60% between two pharmacists, there
Black 19% 803 11% 380 13% is a 50% chance that they would
Asian 6% 1,205 16% | 590 20% be of a different race/ethnicity
Other Race 0% 115 2% | 49 2% (a measure known as the

Diversity Index). For Virginia’s
Two or more
races 2% 152 2% 87 3% population as a whole, the
Do 9% 100 1% 26 2% \ comparable number is 55%. J
Total 100% 7,319 100% | 2,891 100%

** Population data in this chart is from the US Census, Annual Estimates of the Resident

Population by Sex, Race, and Hispanic Origin for the United States, States, and Counties: July 1,
2014. Source: Va. Healthcare Workforce Data Center

Age & Gender
/ \ Male Female

40% of pharmacists are
under the age of 40, and 71%
of these professionals are

60 and Over| 60 and Over

55 to 597 55 to 59

female. In addition, 50 1o 54 50 to 54
pharmacists who are under . d5tods M5teay
. o w
the age of 40 are slightly T e looss  °
more diverse than Virginia’s
) 35 t0 397 r35t0 39
overall population.

\ / 30 to 34+ 30to 34
Under 30

Under 30

T T T
800 400 400 800

Source: Va. Healthcare Workforce Data Center



Background

A Closer Look:

Primary Location: Rural Status of Childhood
At a Glance: USDA Rural Urban Continuum Location
Code Description Rural  Suburban Urban \
Childhood Metro Counties
Urban Childhood: 1 Metro, 1 million+ 23% 57% 21%
Rural Childhood: 2 Metro, 250,000 to 1 million  52% 41% 8%
. .. 3 Metro, 250,000 or less 44% 45% 11%
Virginia Background .
RV Non-Metro Counties
HS in Virginia:
Prof. Education in VA: a Urban pop 20,000+, Metro 50% 36% 14%
HS/Prof. Educ. in VA: ad]
6 Urban pop, 2,500-19,999, 58% 30% 12%
Location Choice Metro adj
% Rural to Non-Metro: 22% 2 Urban pop, 2,500-19,999, 82% 14% 5%
% Urban/Suburban nonadj
to Non-Metro: 6% 8 Rural, Metro adj 62% 34% 3%
9 Rural, nonadj 58% 30% 12%
Overall 33% 50% 17%
Source: Va. Healthcare Workforce Data Center Source: Va. Healthcare Workforce Data Center

Educational Background in Virginia

W Background in VA
ElHigh School in WA

Orrofessional Edu. in VA / \
CBothinva

33% of pharmacists
grew up in self-described
rural areas, and 22% of
these professionals
currently work in non-
Metro counties. Overall,
11% of Virginia’s
pharmacist workforce
currently works in non-
Metro counties.

\ /

Source: Va. Healthcare Workforce Data Center



Education

Top Ten States for Pharmacy Recruitment

-

All Pharmacists

Rank High School # Professional School # 46% of Virginia’s
1 Virginia 3,381 Virginia 3,457 pharmacists received
2 Outside U.S./Canada 832 Pennsylvania 528 their_ hig,h S,d,mo, degree
: - in Virginia, and 48%
3 Pennsylvania 473 | Outside U.S./Canada 309 received their initial
4 New York 377 New York 284 professional degree in
5 Maryland 216 North Carolina 282 the state.
6 West Virginia 211 Massachusetts 225 \ /
7 North Carolina 193 Washington, D.C. 222
8 New Jersey 162 Maryland 214
9 Ohio 150 West Virginia 208
10 Florida 108 Ohio 163
Source: Va. Healthcare Workforce Data Center
Licensed in the Past 5 Years
Rank . :
High School # Professional School \ #
/ \ 1 Virginia 767 Virginia 831
Among pharmacists 2 Outside U.S./Canada 211 Pennsylvania 137
who have been licensed 3 Pennsylvania 138 New York 103
in the past five years, -
40% received their high 4 New York 133 North Carolina 84
school degree in Virginia, > Maryland 74 Maryland 82
and 44% received their 6 North Carolina 62 Massachusetts 61
initial professional degree 7 Florida 44 Outside U.S./Canada 60
in the state. 8 New Jersey 43 West Virginia 57
\ / 9 Ohio 42 Tennessee 57
10 West Virginia 40 Ohio 46
Source: Va. Healthcare Workforce Data Center
4 A\

At a Glance:

Nearly 41% of Virginia’s licensed

pharmacists did not participate in Virginia’s
workforce in 2016. 91% of these professionals
worked at some point in the past year, including
84% who currently work as pharmacists.

s J/

Not in VA Workforce

Total: 5,965
% of Licensees: 41%
Federal/Military: 8%
VA Border State/DC: 18%




Education

A Closer Look:

Highest Professional Degree

Degree \ # \ % \

B.S. Pharmacy 2,891 41%

Pharm.D. 4233  59% At a Glance:
Total 7,123 100%

Education
B.S. Pharmacy:
Pharm.D.:

Source: Va. Healthcare Workforce Data Center

Highest Professional Degree

Educational Debt

[OBaccalaureate Degree Carry debt: 41%

WS cragte/Professional Under age 40 w/ debt:  77%
Median debt:  $100k-$110k

Source: Va. Healthcare Workforce Data Center

59% of pharmacists hold a Doctorate in
Pharmacy as their highest professional degree,
while all remaining professionals have earned a

Bachelor’s degree in Pharmacy.

Educational Debt ‘

Source: Va. Healthcare Workforce Data Center )
All Pharmacists
Amount Carried Pharmacists Under 40

# #
None 3,592 59% 561 23%
$20,000 or less 211 3% 113 5%

$20,001-$40,000 211 3% 124 5%
$40,001-560,000 243 4% 153 6%

41% of pharmacists currently have
educational debt, including 77% of those

under the age of 40. For those with $60,001-580,000 255 4% 151 6%
educational debt, the median debt load is $80,001-100,000 255 4% 173 7%
between $100,000 and $110,000. Among $100,001-$120,000 248 4% 199 8%

those under the age of 40 with debt, $120,001-$140,000 = 205 3% 160 7%
median is $120,000 to $130,000. $140,001-$160,000 = 187 3% 158 7%

$160,001-$180,000 | 143 2% 129 5%
$180,001-$200,000 124 2% 111 5%
Over $200,000 440 7% 399 16%

Total 6,114 100% | 2,431 100%

Source: Va. Healthcare Workforce Data Center



Credentials

PGY1

Residency # % ‘
. Pharmacy Practice (Post 1993) 760 9%
At a Glance: Community Pharmacy 486 6%
Tob Sbecialties Pharmacy Practice (Pre 1993) 365 4%
Immunization: 18% Managed Care Pharmacy 41 0%
Community Pharmacy: 9% Other 0 0%
Ambulatory Care: 4% Total 1,651  20%
Top Board Certifications Ambulatory Care 100 1%
BPS - Pharmacotherapy: 5% Drug Information 61 1%
CCGP - Geriatrics: 1% Internal Medicine/Cardiology 46 1%
BPS - Ambulatory Care: 1% Critical Care 43 1%
. . Health-system Pharmacy
Top Residencies (PGY1) Administration 42 0%
Pharmacy Practice Pediatrics 27 0%
gonitn:l?r?ii): Pharmac 23’ Infectious Disease 25 0%
. (] . o
Pharmacy gractice ' Geriatrics 21 0%
(Pre 1993): 4% Oncology 20 i
Psychiatry 20 0%
Source: Va. Healthcare Workforce Data Center Man aged Care Ph armacy
Systems 18 0%
Pharmacotherapy 13 0%
Nuclear 10 0%
Other 188 2%
Total 632 7%
BPS_Pharmacotherapy 436 5% Source: Va. Healthcare Workforce Data Center
CCGP-Geriatrics 69 1%
BPS-Ambulatory Care 58 1% / \
BPS-Oncology 30 0% 9% of pharmacists hold a
BPS- Psychiatric 20 0% board certification, including 5%
BPS- Nutrition 14 0% who hold a certification in
BPS-Nuclear Pharmacy 8 0% Pharmacotherapy. 36% also have
ABAT-Applied Toxicology 2 0% a se;/f—des.ignateod specialty area,
Other Board Certification 161 2% Sple';c.c/:;iczlz?oﬁfivr:f;suzc;:;zm
At Least One Certification 732 9%

\ /)

Source: Va. Healthcare Workforce Data Center



Current Employment Situation

At a Glance:

A Closer Look:

Current Work Status
Employment Status
Employed in Profession: 93% Employed, capacity unknown 3 0%
Involuntarily Unemployed: 1% Employed i h -related
y ploy ) mp qye in a pharmacy-relate 6,642 93%
. capacity
Positions Held Employed, NOT in a pharmacy-related | >
1 FU“'time: capacity 0
2 or More Positions: Not working, reason unknown 0 0%
Involuntarily unemployed 65 1%
Weekly Hours: T — R
40 to 49 539% o Em arily unemploye 0o
60 or more: 4% Retired 116 2%
Less than 30: 12% Total 7,156 100%
Source: Va. Healthcare Workforce Data Center
Source: Va. Healthcare Workforce Data Center
4 A
93% of Virginia’s pharmacists are currently employed in the profession, and only
1% of all pharmacy professionals are involuntarily unemployed at the moment. 73%
of the state’s pharmacist workforce has one full-time job, while just 8% of
pharmacists have multiple positions. 53% of pharmacists work between 40 and 49
hours per week, while 4% of pharmacy professionals work at least 60 hours per week.
\ /
Current Positions Current Weekly Hours
Positions # Hours # %
No Positions 342 5% 0 hours 342 5%
One Part-Time Position 954 14% 1 to 9 hours 181 3%
Two Part-Time Positions 146 2% 10 to 19 hours 235 3%
One Full-Time Position 5,134 73% 20 to 29 hours 420 6%
One Full-Time Position & 201 6% 30 to 39 hours 1,249 18%
. ege (o]
One Part-Time Position 40 to 49 hours 3,741 53%
T e o
Two Full-Time Positions 13 0% 50 to 59 hours 544 8%
. o
More than Two Positions 36 1A; 60 to 69 hours 142 2%
Total 7,026 100% 70 to 79 hours 88 1%
Source: Va. Healthcare Workforce Data Center
80 or more hours 55 1%
Total 6,997 100%

Source: Va. Healthcare Workforce Data Center



Employment Quality

A Closer Look:

Income

Annual Income # % ‘ At a G|ance:
Volunteer Work Only 51 1%
$50,000 or less 434 8% Annual Income
$50,001-$60,000 109 2% Median Income: $120k-130k
$60,001-$70,000 114 2% .
Benefits

$70,001-580,000 157 3% = 5
$80,001-$90,000 G = Employer Health Insrnce: 72%

_ U 2 Employer Retirement:  72%
$90,001-5100,000 257 5%
$100,001-$110,000 544 10% Satisfaction
$110,001-$120,000 800 15% Satisfied:
$120,001-$130,000 1,082 20% Very Satisfied:
$130,001-$140,000 831 15%
$140,001-$150,000 462 8%
MOI’e than $150,000 510 9% Source: Va. Healthcare Workforce Data Center
Total 5,490 100%
Source: Va. Healthcare Workforce Data Center

Job Satisfaction \ 4 A

Level ‘ # ‘ % ‘ The typical pharmacist earned between
Very Satisfied 3,420 50% $120,000 and $130,000 in 2016. Among
SomewharSatichied 2 803 40% pharmacists who received either an hourly wage or

- - o a salary as compensation at their primary work
Somewhat Dissatisfied 488 7% location, 72% received health insurance and 72%

Very Dissatisfied 193 3% also had access to a retirement plan.

Total 6,903 100% S 5

Source: Va. Healthcare Workforce Data Center

Employer-Sponsored Benefits

70
Benefit % of Wage/Salary
| Employees

Paid Vacation Leave 5,195 78% 82%
Retirement 4,581 69% 72%
Health Insurance 4,540 68% 72%
Dental Insurance 4,348 65% 69%
Paid Sick Leave 4,047 61% 64%
Group Life Insurance 3,445 52% 55%
Signing/Retention Bonus 460 7% 7%
Received At Least One Benefit 5,476 82% 86%

*From any employer at time of survey.

Source: Va. Healthcare Workforce Data Center
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Labor Market

A Closer Look:

Underemployment in Past Year

In the past year didyou . ..?

Experience Involuntary Unemployment? 113 1%
Experience Voluntary Unemployment? 286 3%
Work Part-time or temporary positions, but would

have preferred a full-time/permanent position? 229 3%
Work two or more positions at the same time? 704 8%
Switch employers or practices? 470 6%

Experienced at least 1

1,512 18%

Source: Va. Healthcare Workforce Data Center

/

N
Only 1% of Virginia’s pharmacists were involuntary
unemployed at some point in 2016. For comparison,
Virginia’s average monthly unemployment rate was 4%."
/

Q

Location Tenure

Primary ‘
#

Secondary

#

%

At a Glance:

Unemployment
Experience

Involuntarily Unemployed: 1%
Underemployed: 3%

Stability

Switched:

New Location:

Over 2 years:

Over 2 yrs, 2" location:

Employment Type

Salary or Wage: 93%

Source: Va. Healthcare Workforce Data Center

i F 61% of pharmacists have
Not C.urrently Working at this 136 2% 93 9% oy nar _
Location worked at their primary location
Less than 6 Months 704  10% 130  13% for more than 2 years—the job
6 Months to 1 Year 561 8% 106 11% tenure normally required to get a
1to 2 Years 1234 18% 164 17% conventional mortgage loan.
3 to 5 Years 1,347 20% 198 20%
6 to 10 Years 1,058 16% 151 15%
More than 10 Years 1,665 25% 147 15%
Subtotal 6,706 100% 988  100% Employment Type
Did not have location 272 7,410 Primary Work Site \ # \ %
Item Missing 1,466 45 Salary/ Commission 3,153 51%
Total 8,443 8,443 Hourly Wage 2,603 42%
’ ’ y g 7’
Source: Va. Healthcare Workforce Data Center By con tract 7 4 1%
Busi p .
Ve N usiness/ Practice 317 5%
Nearly half of all pharmacists receive a salary or Income
ear 5 o
commission at their primary work location, while 43% Unpaid 43 1%
receive an hourly wage. Subtotal 6,191  100%
Source: Va. Healthcare Workforce Data Center
Q /)

' As reported by the US Bureau of Labor Statistics. The not seasonally adjusted monthly unemployment rate ranged from 3.9% in
December 2015 to 4.0% in November 2016. November’s rate is from preliminary data.
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Work Site Distribution

At a Glance:

Concentration
Top Region:

Top 3 Regions:
Lowest Region:

Locations
2 or more (2016): 12%
2 or more (Now*): 13%

Source: Va. Healthcare Workforce Data Center

Half of all pharmacists in the
state work in either Northern
Virginia or Central Virginia.
Q /

Number of Work Locations

Work Work
L . Locations in Locations
ocations 2016 Now*

# % # %

A Closer Look:

Regional Distribution of Work Locations

Primary Secondary
COVF Region Location Location

# £ %

Central 1,687 25% 194 19%
Eastern 123 2% 19 2%
Hampton Roads 1,292  19% 175 18%
Northern 1,687 25% 231 23%
Southside 242 4% 37 4%
Southwest 379 6% 84 8%
Valley 422 6% 63 6%
West Central 736 11% 112 11%
;’t';i"/'; CB°'de' 38 1% 39 4%
Other US State 57 1% 39 4%
Outside of the US 1 0% 3 0%
Total 6,664 100% 996 100%
Item Missing 1,508 38

Source: Va. Healthcare Workforce Data Center

Council On Virginia's
Future Regions

0 270 3% 324 5%
1 7,142 85% 5695 82%
2 527 6% 490 7%
3 320 4% 293 4%
4 45 1% 25 0%
5 27 0% 21 0%
“ﬁ:r'; 112 1% 71 1%

Total 8,443 100% 6,919 100%

*At the time of survey completion, December
2016.

Source: Va. Healthcare Workforce Data Center

Over the past year, 12% of
Virginia’s pharmacists have worked
at multiple locations.
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Establishment Type

A Closer Look:

Location Sector

Primary Secondary .
Sector Location Location At C Glance'
4 # % (Primary Locations)
For-Profit 4,290 69% 687 74%
: Sector
Non-Profit 1,422 23% 188 20% :
For Profit:
State/Local Government 228 4% 25 3% e e
Veterans Administration 127 2% 6 1%
U.S. Military 129 2% 13 1% Top Establishments
Other Federal Gov't 58 1% 9 1% Large Chain Pharmacy:  31%
Total 6,254 100% 928 100% (11+ Stores)
Did not have location 272 7,410 Hospital/Health System: 23%
Item Missing 1,917 106 (Inpatient)

Independent Pharmacy: 9%
(1-4 Stores)

Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center

Sector, Primary Work Site

EFor-Profit

BNon-Profit

pState/Local
Government

gFederal
Government

More than 90% of all
pharmacists work in the
private sector, including 69%
who work at a for-profit
company. Another 5% of
pharmacists work for the
federal government, while 4%
work for a state or local
government.

\ /

Source: Va. Healthcare Workforce Data Center



Top Location Types

Primary | Secondary

Establishment Type Location | Location
# %

Large Chain Community Pharmacy 1,896 31% 247 27%
Hospital/Health System, Inpatient
Department 1,397 23% 158 17%
Independent Community Pharmacy 568 9% 145 16%
Supermarket Pharmacy 510 8% 51 6% _Large chain.
Hospital/Health System, Outpatient community pharmacies of
[ 319 59 42 59, mor; than 10 stores are
Mass Merchandiser (i.e. Big Box Store) 266 4% 35 4% o stt ai;gif;ggﬂ;qpoenm
Nursing Home/Long-Term Care 190 3% 38 4% Virginia, employing nearly
Clinic-Based Pharmacy 185 3% 58 6% one-third of the state’s
Benefit Administration 144 2% 12 1% pharmacist workforce.
Academic Institution 120 2% 33 4%
Home Health/Infusion 66 1% 6 1%
Manufacturer 41 1% 2 0%
Mail Service Pharmacy 34 1% 10 1%
Small Chain Community Pharmacy 24 0% 5 1%
Wholesale Distributor 2 0% 0 0%
Other 333 5% 62 7%
Total 6,095 100% 904 100%
Did Not Have a Location 272 7,410

Source: Va. Healthcare Workforce Data Center

Establishment Type, Primary Work Site

LargeChain
B CommunityPharmacy
(11+stores)

HospitallHealth
BSystem, Inpatient
Department

Independent
B CommunityPharmacy
(1-4stores)

OSupermarketPharmacy

Large chain community sOther

pharmacies of more than 10
stores were also the most
common establishment type
among pharmacists who also
had a secondary work location.

Source: Va. Healthcare Workforce Data Center



Time Allocation

A Closer Look:

At a Glance:
(Primary Locations)

§

A Little (1:19%)
 Some (20-39%)
About Half (40-59%)
o Mast (60-79%]
mAll or Admost All [B0-100%)

Typical Time Allocation
Patient Care: 80%-89%

Administration: 1%-9%
Education: 0%

SEEREEERER

Roles

Patient Care: 75%
Administration: 7%
Education: 1%

Primary | Secondary  Primary | Secondary | Primary | Secondary | Primary | Secondary | Primary | Secondary
Other

Source: Va. Healthcare Workforce Data Center

Patient Care Pharmacists
Median Admin Time: 1%-9% 4 A\
Ave. Admin Time: 10%-19%

A typical pharmacist spends most of her time in patient care
activities. In fact, three-quarters of pharmacists fill a patient
care role, defined as spending at least 60% of her time in that
activity.

AN =

Source: Va. Healthcare Workforce Data Center

Time Allocation

Patient Admin. Research Education

Care

Ti
ime Spent Pri. Sec.| Pri. Sec. Pri. Sec. Pri. Sec. i. .
Site Site | Site Site Site Site ite Site

‘(L\;:)f’;o%[,/':‘)°5tA" 55% 69% 5% 3% 0% 0% | 0% 3% | 3% 1%
Most 20% 13% | 2% 1% | 0% 0% | 0% 1% | 1% 1%
(60-79%)

a';‘f;;;)a" 8% 5% | 4% 2% | 0% 1% 1% 1% 1% 1%
f;::g%) 4% 3% | 15% 10% | 2% 1% | 5% 2% | 2% 2%
UG 6% 3%  47% 44% 18%  14% | 43% 31%  18% 13%
(1-20%)

None o) o) 0, 0, o) 0, 0, o) o) o)
0% 7% 7% | 27% 40% | 79%  84% | 50% 63% | 75% 82%

Source: Va. Healthcare Workforce Data Center
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Retirement & Future Plans

A Closer Look:

At a Glance:

Retirement Expectations \

Over 50

Expected Retirement All

Age # % # % Retirement Expectations
Under age 50 126 2% - - All Pharmacists
50 to 54 207 4% 0 0% Under 65: 40%
231059 613 10% | 110 >% :JE:fl;gg;ts 50 and over =
i v

60 to 64 1,435 24% | 504 23% Under 65: 8%
65 to 69 2,138 36% 885 40% T — so
70to 74 747 13% | 386 18%
75t0 79 188 3% | 96 4% Time until Retirement
80 or over 97 2% 52 2% Within 2 years: 7%
I do not intend to retire = 361 6% 152 7% Within 10 years: 22%
Total 5,912 100% | 2,186 100% Half the workforce: By 2041
Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center

4 A

40% of Virginia’s pharmacists expect to retire before the age of

65, while 24% plan on working until at least age 70. Among
pharmacists who are age 50 and over, 28% still plan on retiring by
age 65, while close to one-third expect to work until at least age 70.

Future Plans

2 Year Plans: \ # \ %
Decrease Participation
Within the next two years, 1% of
V/rgm/a’s_pharmaasts plan on leaving the Leave Virginia 257 3%
profession and 3% expect to leave the :
state. Meanwhile, 10% of pharmacists Decrease Patient Care Hours 213 3%
expect to pursue additional educational Decrease Teaching Hours 29 0%
opportunities, and 9% also plan on
increasing the number of hours that they Increase Patient Care Hours 772 9%
devote to patients. Increase Teaching Hours 478 6%

Pursue Additional Education 876 10%
Return to Virginia’s Workforce 98 1%

Source: Va. Healthcare Workforce Data Center
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By comparing retirement
expectation to age, we can
estimate the maximum years to
retirement for pharmacists. Only
7% of pharmacists plan on retiring
in the next two years, while 22%
plan on retiring in the next ten
years. Half of the current
pharmacist workforce expects to be
retired by 2041.

Time to Retirement

Expect to retire within. . . % Cumulative
%
2 years 397 7% 7%
5 years 237 4% 11%
10 years 664 11% 22%
15 years 659 11% 33%
20 years 664 11% 44%
25 years 685 12% 56%
30 years 720  12% 68%
35 years 683 12% 80%
40 years 493 8% 88%
45 years 232 4% 92%
50 years 71 1% 93%
55 years 23 0% 93%
In more than 55 years 24 0% 94%
Do not intend to retire 361 6% 100%

Total

5,912 100%

Source: Va. Healthcare Workforce Data Center

Expected Years to Retirement

6,000

5,000

4,000

3,000

Cumulative Frequency

2,000

1,000

=1 1=-11

siEah
slead g
slead g
zlead g
slead g
slead g
sleak g
slead g
slead of.
slead g
slead g

slEah 55 UBLL 2I0W U

aJja. 0} pUSIL 10U O

|l years

WS years

W10 years

015 years

120 years

| years

W 30 years

W 3= years

W 40 years

W 45 years

[l s0 years

[0 55 years

[l in more than 55 YEArs
] Do not intend to retire

Source: Va. Healthcare Workforce Data Center

Using these estimates,
retirements will begin to reach
10% of the current workforce
starting in 2026. Retirements will
peak at 12% of the current
workforce around 2041 before
declining to under 10% of the
current workforce again around
2056.
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Full-Time Equivalency Units

A Closer Look:

At a G Ia nce.: Full Time Equivalency Units

25001
@ Mean= .8
Total: 6,976
FTEs/1,000 Residents: 0.837 2,000
Average: 0.85

854
Std. Dev. = .36659
N=8,169.3

1,500

Age & Gender Effect
Age, Partial Eta’: Small

Gender, Partial Eta’: Negligible 10007
Partial Eta® Explained: 500

Partial Eta’ is a statistical
measure of effect size.

.00 50 1.00 1.50 2.00 250 3.00
Total FTEs

Source: Va. Healthcare Workforce Data Center
Source: Va. Healthcare Workforce Data Center

f
The typical pharmacist provided 0.92 FTEs in 2016, or about 37 hours per week for 52
weeks. Although FTEs appear to vary by both age and gender, statistical tests did not
verify that a difference exists.”
Q

Full-Time Equivalency Units

Age

FTEs by Age & Gender

1.2 = Male

Under30  0.72 0.78 o ~ Female

30 to 34 0.83 0.90 & .

351039  0.85  0.87 5 °°] m

40 to 44 0.90 0.90 s 05

45 to 49 0.91 0.99 L

50 to 54 0.90 0.92

55 to 59 0.94 0.95 027

g“’,::‘d 081 081 "% 3 5 3% 58
| Gender | 588 9% 88 g

Male 089  0.99 age N

Female 0.84 0.93

Source: Va. Healthcare Workforce Data Center

Source: Va. Healthcare Workforce Data Center
Due to assumption violations in Mixed between-within ANOVA (Levene’s Test & Interaction effect are significant).



Maps

Council on Virginia’s Future Regions

Full Time Equivalency Units
by Council on Virginia's Future Regions
Sowce: VaHealthcare Work force Data Center

Full Time Equivalency Units
[ ]o5-23

[ ] 202-758
[ REEY
- 1796 - 1,856

Southside

Annual E stimates ofthe Resident Population: July 1, 2014 0 25 50 100 150 200 w%;

Source: U.5. Census Bureau, Population Division M“ES
s

Full Time Equivalency Units per 1,000 Residents

by Council on Virginia's Future Regions
Souwce: Va Heslthcare Work force Data Center

FTEs per 1,000 Residents

[ Jos3-069
[ Jorr-0s0
I o088

00092

Annual Estimates of the Resident Population: July 1, 2014 0 25 50 100 150 200 "E

Source: U.S. Gensus Bureau, Populstion Division e ™ ™ e " —




Area Health Education Center Regions

Full Time Equivalency Units
by Area Health Education Centers

Souwce: Va Healthcare Work force Data Center

Full Time Equivalency Units
[ J222-24

I 797 - 96

| EEITIRETP)

B s

Southside

Annual E stimates ofthe Resident Population: July 1, 2014 (0 25 50 100 150 200 WA%E

Source: U.5. Census Bureau, Population Divizgion Miles
H

Full Time Equivalency Units per 1,000 Residents
by Area Health Education Centers

Sowce: Va Healthcare Work force Data Center

FTEs per 1,000 Residents

[ Jos7

[ Jor-0r74
B 0s3-034
I 0o -096

Southside

Annual Estimates of the Resident Population: July 1, 2014 0 25 50 100 150 200 i
vﬁq

Source: U.5. Census Bureau, Popuiation Division T e S e — .
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Workforce Investment Areas

Full Time Equivalency Units
by Workforce Investment Areas
Sowce: VaHealthcare Work force Data Center

Full Time Equivalency Units

[ ]108-125
[ ] 189-281
I 388 - 302
B <09 - 420
B o400

Area VIl

Area XVII
N
Annual E stimates ofthe Resident Population: July 1, 2014 25 2] 100 150 200 W<§§>~E
Source: U.5. Census Bureau, Population Division - I
Miles Y

Full Time Equivalency Units per 1,000 Residents
by Workforce Investment Areas

Sowce: Va Healthcare Work force Data Center

FTEs per 1,000 Residents

[ Joso-oss
[or0-07s
[ os0-0ss
| EEEREN
B ioz-106

Annual Estimates of the Resident Population: July 1, 2014 a 25 50 100 150 200
h{}.!

Source: U.5. Census Bureau, Popuigtion Division e ™ o ™ eo— = —
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Health Services Areas

Full Time Equivalency Units
by Health Service Areas

Sowce: Va Healthcare Work force Dats Center

Full Time Equivalency Units
[ ]ess

[ 1208

[ RREy

B s

B 50

N

Annual E stimates ofthe Resident Population: July 1, 2014 () 25 a0 100 150 200 u-\?;

Source: U.5. Census Bureau, Population Division Miles i
H

Full Time Equivalency Units per 1,000 Residents
by Health Service Areas

Sowce: Va Healthcare Work force Data Center

FTEs per 1,000 Residents

[ Joss
[ or2
P o1
o4
B oss

-

Annual Estimates of the Resident Fopulation: July 1, 2014 0 25 50 100 150 200 3
Miles “@"E

Source: U.5. Census Bureau, Popuiation Division
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Planning District

Full Time Equivalency Units

[ ]29-60

[ ss-130
] 150-215
B 204 - 367

Annual E stimates ofthe Resident Population: July 1, 2014
Source: U.5. Census Bureau, Population Division

Full Time Equivalency Units
by Planning Districts

Sowce: Ve Healthcare Work force Dats Center

0 25 &0 100 150 200
Miles

w

5

FTEs per 1,000 Residents

[ Jo44-049
[ ]o063-071

[ orz-081
I 0s2-098
B i0-119

Full Time Equivalency Units per 1,000 Residents

by Planning Districts

Sowce: Va Healthcare Work force Data Center

Q i 50 100 150 200

Annual Estimales of the Resident Population: July 1, 2014
e e — | | | 5

Source: U.S. Census Bureau, Populstion Divizion

25



Appendix

Weights
Rural Location Weight Total Weight See the Methods section on the HWDC
Status _ #  Rate  Weight  Min  Max website for details on HWDC Methods:
Metro, 1 6166 91.08%  1.097934473  1.06458  1.196754
million+
Metro, . . o
250,000t0 918  91.61%  1.091557669  1.058397  1.189803 Final weights are calculated by multiplying the
1 million two weights and the overall response rate:
Metro,
250,0000r 947  92.19%  1.084765178  1.051811  1.182399 Age Weight x Rural Weight x Response Rate =
less . .
Urban pop Final Weight.
20,000+, 116 88.79% 1.126213592 1.092 1.227578
Metro adj Overall Response Rate: 0.89111
Urban pop
20,000+, 0 NA NA NA NA
nonadj
Urban pop,
pes 383 86.42% 1157099698 1.121948  1.261244 Finsl Weigh Distrbution e
Metro adj nc]
Urban pop,
2,500- 0
19,999, 264 87.88% 1.137931034 1.103362 1.240351 |
nonad;j ‘
Rural, 2
. 232 82.76% 1.208333333 1.171626 1.317089 3 rl
Metro adj i" 1,000 0
Rural, 106  88.68%  1.127659574  1.093403  1.229155
nonadj
Virginia 500.0
border 2289 87.85% 1.138239682 1.103661 1.240687 i
state/DC
gtta';eer US 2990 85.18% 1-173930114 1.138267 1-27959 r;105IU()00 1.10'0000 ‘HSIUUUU 1.20:!000 nW.ZS('lUUU 130'000: 135'0000
Source: Va. Healthcare Workforce Data Center Weight
Age WE|ght Total Welght Source: Va. Healthcare Workforce Data Center
Rate Weight Max
Under 30 1,056 89.30% 1.119830329 1.082328 1.205618
30to 34 2,295 90.41% 1.106024096 1.068984 1.190755
35t0 39 1,984 90.32% 1.107142857 1.070065 1.191959
40 to 44 1,781 91.41% 1.093980344 1.057344 1.177788
45 to 49 1,823 90.84% 1.100845411 1.063979 1.185179
50 to 54 1,529 91.89% 1.088256228 1.051811 1.171626
55 to 59 1,334 90.70% 1.102479339 1.065558 1.186938
g?,::'d 2,607 81.74% 1.22336931 1.182399 1.317089

Source: Va. Healthcare Workforce Data Center
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