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 Meeting

October 1, 2012
9:00AM
TOPIC PAGE(S)

Call to Order: David C. Kozera, Chairman
o \Welcome & Introductions
eReading of Emergency Evacuation Script

Approval of Agenda

Call for Public Comment: The Board will not receive comment on any
regulation process for which a public comment period has closed or any pending
disciplinary matters. The Board will receive comments on specific topics on this
agenda at the time the matter is taken up by the Board.

Approval of Minutes:

June 12, 2012, Full Board Meeting 1-9
June 29, 2012, Special Conference Committee and Informal 10-11
Conference Committee

July 24, 2012, Formal Hearing 12-16
August 22, 2012, Special Conference Committee and Informal 17-21
Conference Committee

September 18, 2012, Special Conference Committee and Informal handout

Conference Committee

Reports:

e DHP Director’s Report - Diane Reynolds-Cane, M.D.

» Report on Enforcement Activities — Faye Lemon, Director of Enforcement

e Report on Health Practitioner Monitoring Program (HPMP) - Dr. Penelope
Ziegler, Medical Director, VCU-HPMP and Peggy Wood, Program Manager,
HPMP

* Report on Implementation of PARE Examination — Elizabeth Scott (Scotti)
Russell, NABP Government Affairs Manager

¢ Chairman’s Report — David C. Kozera

* Report on Licensure Program — J. Samuel Johnson, Jr., Deputy Executive
Director

* Report on Disciplinary Program — Cathy M. Reiniers-Day, Deputy Executive
Director
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e Executive Director's Report - Caroline D. Juran

Regulatory Actions: Eiaine Yeatts
= Regulatory Update 22

e Adoption of proposed regulations for changes to run-dry requirement for 23-34
automated counting devices

New Business: Caroline D. Juran

* Request to offer comment to Board of Health Professions (BHP) regarding 35-116
pharmacist scope of practice review — Elizabeth Carter, Executive Director
BHP
» Adopt guidance document for dispensing authorized genérics 117-118
e Amend Guidance Document 110-36 regarding USP standards 119

o Consider request for member to participate telephonically at certain full
board meetings

e Guidance from Counsel regarding leadership roles in a professional f_ ,
association and appearances of a possible conflict of interest gon(;dert\tlal
» Scheduling of 2013 dates for full board meetings andou

Consideration of consent orders (if any)

Adjourn

*The Board will have a working lunch at approximately 12 noon.
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(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

June 12, 2012 Perimeter Center
Second Floor 9960 Mayland Drive
Board Room 2 Henrico, Virginia 23233-1463
CALL TO ORDER: The meeting was called to order at 9:10 AM.
PRESIDING: Giil B. Abernathy, Chairman
MEMBERS PRESENT: R. Crady Adams

Jody H. Allen

David C. Kozera

Dinny Li

Empsy Munden

Robert M. Rhodes
Pratt P. Stelly
Brandon K. Yi

MEMBERS ABSENT: Ellen B. Shinaberry

STAFF PRESENT: Caroline D. Juran, Executive Director
Cathy M. Reiniers-Day, Deputy Executive Director
J. Samuel Johnison, Jr., Deputy Executive Director
Howard M. Casway, Senior Assistant Attorney General
Dianne Reynolds-Cane, Director, DHP
Arne Oweéns, Chief Deputy Director, DHP
Elaine J."Yeatts, Senior Policy Analyst, DHP
Heather Hurley, Administrative Assistant

QUORUM: ' _W:ith-n'i'n.e members present, a quorum was established.
APPROVAL OF AGENDA: ' Anamended agenda was provided and approved as presented.
APPROVAL OF MFNUTES The Board reviewed draft minutes for the March 13, 2012 (Full Board

Meeting), April 12, 2012 (Telephone Conference Call), April 30, 2012
(Special Conference Committee and Informal Conference Comnuttee),
May 2, 2012 (Panel Formal Hearing), May 2, 2012 (Regulation
Committee- Pharmacy Working Conditions), and May 15, 2012 (Special
Conference Committee and Informal Conference Committee.

MOTION: The Board voted unanimously to approve the minutes as presented.
n (motion by Stelly, second by Allen)

PUBLIC COMMENTS: There were no public comments offered at this time.

DHP DIRECTOR’S REPORT: Dr. Cane reported that suggestions for legislative proposals will need to

be submitted to the Secretary’s Office by August. She also reported that
she has been conducting a weekly progress check of the regulations that
are currently at the Governor’s Office.  Ame Owens, Chief Deputy €
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Director, DHP, and Ralph Orr, Director, Prescription Monitoring
Program (PMP), visited the Department of Health and Human Resources
in Washington, DC to discuss the PMP with regards to interoperability
between states (interstate data sharing between PMP programs). Dr. Cane
also spoke on new policies being set forth by the agency that will help
decrease traveling expenses.

REGULATORY ACTIONS: Ms. Yeatts provided the Board with an overview of regulatory processes.
She stated that the comment period for the changes to the “run-dry”
* Regulatory update requirement for automated dispensing devices is now closed. Emergency

regulations for Continuous Quality Improvement Programs (CQI) are at
the Governor’s Office. The proposed amendments to address on-hold
prescriptions and the final regulations for repackaging in the Community
Service Boards and Behavioral Health Authorities “are_also at the
Governor’s Office (emergency regulations for CSB’s and BHA’s expire
6/18/12). The proposed regulation for adiinistrative fees for duplicate
licenses and verification are at the Secretary’s Office.

e Re-adoption of the Ms. Yeatts indicated that staff__t‘_ﬁd not make any substantive changes, but
proposed regulations for did reorganize the proposed regulations for automated dispensing devices
automated dispensing to improve readability. .._fi“heréforE,-' she requested that the Board review
devices: the changes. Ms. Yeatts stated that the Board would need to re-adopt the

proposed regulations,

MOTION: The Board voted unanimously to adopt the proposed regulations as
Ppresented for automated dispensing devices,
{motion b‘y“_:_Yi, second by Allen)

REGULATORY COMMITTEE
REPORT:

* Recommendationon .. Ms. Yeatts presented to the Board Ms. Barratt’s Petition for Rulemaking
Petition for Rulemakiﬁg,__ “concerning professional work environment. Ms. Yeatts stated that the
Kristen Barratt, . . DBoard could cither deny the petitioner’s request for amendments and
Pharmacist o . state the reason why the request was denied, or accept the request and

o initiate rulemaking by adopting a Notice of Intended Regulatory Action
(NOIRA). Ms. Juran discussed the research that staff conducted and
provided to the Regulation Committee. The Regulation Committee’s

motion was for the Board to accept the request and adopt a NOIRA.
MOTION: ' The Board voted unanimously te approve the Regulation
S Committee’s recommendation to accept the petition for rulemaking
and adopt a Notice of Intended Regulation Action regarding the
number of continnous hours a pharmacist may work and reguired

breaks.

¢ Recommendation Ms. Allen discussed with the Board the request from The Pharmacy
regarding request from Alliance concerning pharmacy working conditions and the Regulation
The Pharmacy Alliance Committee’s recommendation. The Committee recommended the
on pharmacy working following: continue discussions on pharmacy working conditions as
conditions needed; encourage The Pharmacy Allignce and other pharmacists to

submit evidence to the Board that the identified practices referred to@




Virginia Board of Pharmacy Minutes
June 12, 2012

MOTION:

MISCELLANEOUS:

*  Request to discuss
length of time associated
with and access to final
orders:

MOTION:

MOTION:

¢ Define “annual” and
““semiannual” in
guidance document 110-
36
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the Committee can or have created patient harm; publish an article
in the Board’s e-newsletter expressing concemns for contemporary
practices and restating the relevant sections of §54.1-3434 and
Regulation 18 VAC 110-20-1 10(B) which state that the pharmacist
who signs the pharmacy permit application is in full and actual
charge of the pharmacy, that if the owner is not a pharmacist, he
shall not abridge the authority of the PIC to exercise professional
judgment relating to the dispensing of drugs in accordance with this
act and Board regulations, and that the PIC or the pharmacist on
duty shall control al] aspects of the practice of pharmacy and any

The  Board  voted unanimously oto approve  the
Regulation Committee’s recommendation regarding The Pharmacy
Alliance’s request concerning pharmacy working conditions.

exp}aine_d__ that c_h’ang:es would necessitate the General Assembly
amending the Administiative Process Act, Freedom of Information Act,
title b4iand possibly other sections of law. Additionally, changes to the

state record retention requirements and agency policy would be

. hecessary. Mr. Kozera commented that many violations are also

reportable to the National Practitioner Databank ang therefore, a

- violation would also exist in it records,

from a pharmacist’s license.

A new motion was made that the Department of Health Professions
reconsider how it displays public information on its website with a

focus of discussion on violations occurring in excess of twenty years,
(motion by Adanms, died for lack of 3 second)

staff’s suggested changes to Guidance Document 110-3¢ concerning the
definitions of “annual” and “semiannual”, was suggested the terms
“annual” and “semiannual® be defined to mean every twelve and six
months, respectively. Additionally, she indicated that the information in
the document was somewhat outdated and the other suggested changes ag
presented in the draft document were to simply update the information.
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MOTION:

*  Establish threshold for
compliance ih guidance
document 110-9

MOTION:

MOTION:

MOTION:

*  Evaluation and revision

of Sanction Reference
Point System:

MOTION: -

REPORTS:

* Report on Workforce
Survey

. Point System (SRPS).
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The Board voted unanimously to adopt the amended Guidance
Document 110-36 as presented. (motion by Rhodes, second by
Munden)

media fill testing found in Major Deficiencies 25 and 26 in Guidance
Document 110-9, Mr. Adams believed a 60-day threshold was too long,

A motion was made to accept the suggested changes to Major
Deficiencies 25 and 26 as presented within Guidance Document 110-
9, but without the suggested 60-day threshold. (motion by Adams,
died for fack of second)

A new motion was made to accept the suggested changes to Major
Deficiencies 25 and 26 as presented within Guidance Document 110-9
which included the suggested 60-day threshold, (motion by Yi, died
for lack of second) - o

The Board voted unanimously to:amend Major Deficiencies 25 and
26 in Guidance Docament 110-9 to include the following thresholds
when determining compliance:

* Major De’ficien_cy 25 ='14-day threshold added, i.e., inspector
will net cite'--deﬁciency until 15 days after the required due
date of tlie_-s_emi-—annuai media fill testing for high-risk level
CSps; -

¢ Major Deficiency 26 = 30-day threshold added, i.e., inspector

. will not cite deficiency until 31 days after the required due

. date of the annual media fill testing for low and medinm-risk

levels. (motion by Rhodes, second by Adams)

""Neal""'Kauder presented to the Board a slide presentation reviewing the

suggested evaluation and revision process of the Sanction Reference
The Board adopted the SRPS in guidance
document 110-21 in September 2007 and he recommended that it may be
time to evaluate its effectiveness and determine if it remains consistent
with Board policies. He stated that other boards such as Medicine and
Nursing have recently concluded this evaluation process which did result
i some changes,

The Board voted unanimously that the Board of Health Professions
evaluate the effectiveness of the Board of Pharmacy’s Sanction
Reference Point System. (motion by Kozera, second by Yi)

Dr. Elizabeth Carter, Director, DHP’s Healthcare Workforce Data
Center, presented the drafi workforce survey results, The survey was
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* Report on Board of
Health Professions

LICENSURE PROGRAM

DISCIPLINARY PROGRAM:

EXECUTIVE DIRECTOR’S
REPORT:
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to by pharmacists located in al] regions of Virginia. Datg and
percentages were compiled based off of the number of pharmacists who
participated in the survey and location of these individuals, While draft

Mr. Rhodes stated that the fu]] board meeting of the Board of Health
Professions scheduled for May was cancelled, and therefore, he did not
have anything to report at this time. :

Mr. Johnson reported that the Board issued 918 licenses and registrations
for the period of March 1, 2012 through May 31, 2012, including 129
pharmacists, 82 pharmacy interns, and 538 pharmacy technicians,
Inspectors performed 300 facility': inspections- including 110 routine
inspections of pharmacies: 28 restlted” in- no deficiency, 25 with
deficiencies, and 57 with deficiencies and a consent order. There are
currently two active innovative {pilot) programs, one pilot program
pending approval, and “three " pilot ‘programs to be renewed for an
extension. A

Ms. Reiniers-Day provided the Board with the Open Disciplinary
Case Report*‘.f_compa:rin'g the case stages between the four report
dates of September 19, 2011; December 12, 2011; March 12, 2012;
and June 8,_-_2012. For the final date, open caseg are 37 at the

Investigation stage; 50 at the probable cause stage; 31 at the

. Further, Ms. Reiniets-Day  informed the Board that one case
- received the previous week had already accrued the 250 business

days while at the enforcement level. The case was already at the
APD level to draft an informal notice,

Ms. Reiniers-Day also stated that Rose Dematteo, the new
Compliance Case Manager, was quickly reviewing all the
compliance cases so that all the cases could be current,

Ms. Juran thanked Ms, Abernathy and Mr. Kozera for serving as
Chairman and Vice-Chairman, respectively, during the past vear,
Additionally, she acknowledged Ms. Abernathy whose second full term
as board member expires June 30, 2012 and Mr. Brandon Yi whose first
full term expires June 30, 2012, Ms. Juran then reported that Dave
Kozera, Leo Ross, and she attended the (ogh NARBP
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ELECTION OF OFFICERS:

MOTION:
MOTION:

NEW BUSINESS:

* Request from staff for .
guidance regarding nine-
month allowance.in '
regulations 18 VAC
110-20-101 (D) and-
I8VAC 110-20-111(C)

MOTION FOR CLOSED
MEETING:

MOTION TO CERTIFY THE
PURPOSE OF THE CLOSED
MEETING:
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with the Virginia State Police (VSP) and Appriss to coordinate
implementation efforts, She indicated that a letter from the VSP will be
sent within the next two months to al] pharmacies and retailers selling
pseudoephedrine informing them of the law and the process for
implementing this free technology. Additionally, Ms. Juran briefly
reported that Elaine Yeatts, Sammy Johnson, and she participated on the
anaphylaxis workgroup for drafting anaphylaxis guidelines for schools
that must stock epinephrine for anaphylaxis treatment. She then reported
that a new part-time employee has been hired, Laura Rothrock. She is
assisting Mr. Johnson with the handling of possible disciplinary matters
resulting from the inspection program or continuing education audit,
Additionally, she stated that the pharmacist inspector for the northern
Virginia region, Scott Arnott, is retiring as of July 1. Lele Pallavi,
pharmacist investigator, has been transferred into this position and is
currently training with Mr. Arnott, Additional meetings in which Ms.
Juran will be participating or offering présentations include the Pharmacy
Workforce Center meeting to be held Jupe 18" and the 131" VPhA
Annual Convention this August. '

The Board voted un_anf:’nous‘ly to éiéct Mr. Kozera as Chairman for

the term July 1,_.:2-012*-..th1"'6;ugh June 30, 2013, (motion by Rhodes,

second by Allen) B

The Board voted unanimously to elect Ms. Allen as Vice-Chairman
for the term July 1, 2012 through June 30, 2013. (motion by Adams,
second by Munden)

B Board staff requested the Board to confirm its understanding that the nine

month allowance for pharmacy technicians as stated in regulations 18
VAC 110-20-101(D) and 18 VAC 110-20-111(C) is restricted to nine

. continuous months from the date of enrollment in a Board-approved

pharmacy technician training program.

The Board voted unanimously to convene a closed meeting pursnant
to § 2.2-3711(AX(7) of the Code of Virginia for the purpose of

_ obtaining advice from Board Counsel that is excluded from the

Freedom of Information Act by Virginia Code § 2.2-3705(A)(5) and
that Caroline Juran, Sammy Johnson, Cathy Reiniers-Day, Howard
Casway, Elaine Yeatts and Heather Hurley attend the closed meeting
because their presence was deemed necessary and would aid the
Board in its deliberations.

The Board vofed unanimously that only public business
matters lawfully exempted from open meeting requirements
under the Virginia Freedom of Information Act and only such
public business matters as were identified in the motion for
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closed meeting were heard, discussed or considered during the
closed meeting.

MOTION: The Board voted unanimously to adopt a Guidance Document
that clarifies regulations 18§ VAC 110-20-101(D) and 18 VAC
110-20-111© in that the nine-month allowance to perform tasks
restricied to a pharmacy technician prior to obtaining
registration as a pharmacy technician begins on the first
enrollment date in a Board-approved pharmacy technician
training program and ends nine consecutive months later,
regardless of whether the person completes the. program or
enrolls in a different program during those nine months.
(motion by Kozera, second by Adams) " :

* Request for guidance Counsel advised staff that a conflict may exist between Regulations
regarding when more 18 VAC 110-20-270 and 18 VAC 110-20-276 and advised that the
than one pharmacist is Board provide guidance to staff ag 1o which pharmacist should be
involved with the held responsible for an error when the dispensing involved more
dispensing process than one pharmacist, Al Carter with Walgreens addressed the

Board concerning remote processitig allowances in Regulation

18 VAC 110-20-276 and explained that several pharmacists are
involved in the dispensing process as allowed in regulation. Each
pharmacist 1s-assigned a duty and if an error is made during the
dispensing, the pharmacist responsible for that individual task can
be identified. However, Regulation 18 VAC 110-20-279 indicates
that the pharmacist shal] verify accuracy in all respects and take
responsibility for the entire transaction. Three dispensing scenarjos

- were discussed: one pharmacist performing alt dispensing

fanctions and taking responsibility for the entire transaction; two
pharmacists involved at one pharmacy location, one performing
data entry verification and one petforming drug product
verification; and, two pharmacists involved at multiple pharmacy
locations performing central or remote processing, Ms. Juran also
discussed that recordkeeping requirements of 18 VAC 110-20-255
may apply to some of these scenarios.

MOTION _FO_R-:CLO’SED The Board voted unanimously to convene a closed meeting pursuant
MEETING: to § 2.2-3711(AX(7) of the Code of Virginia for the purpose of

Freedom of Information Act by Virginia Code § 2.2-3705(A)}(5) and
that Caroline Juran, Sammy Johnson, Cathy Reiniers-Day, Howard
Casway, Elaine Yeatts and Heather Hurley attend the closed meeting
because their presence was deemed necessary and would aid the
Board in its deliberations,

MOTION TO CERTIFY THE The Board voted unanimously that only public business
PURPOSE OF THE CLOSED matters lawfully exempted fro
MEETING:
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MEMBERS ABSENT FROM
CLOSED SESSION:

MOTION:

REQUESTS FOR
EXAMINATION
ACCOMMODATION:

MOTION FOR CLOSED
MEETING:

MOTION TO CERTIFY THE

PURPOSE OF THE CLOSED
MEETING: .

MOTION:
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closed meeting were heard, discussed or considered during the
closed meeting,

Jody H. Allen

The Board voted unanimously that, for remote Processing, each
individual pharmacist is responsible for their dispensing role as
stated in 18 VAC 110-20-276 and that this motion is retroactive for
any open disciplinary matters. Further, staff should drafi a
guidance document to include information on: the three dispensing
scenarios discussed; identifying which pharmacist would be keld
responsible for a dispensing error in each séé_nar‘io‘; suggested best
practices for complying with Regulations 18 VAC 110-20-270, 18
VAC 110-20-276, and 18 VAC 110-20-255, Potential conflicts with
the regulations during the next periodic regulatory review should be
further clarified. (motion Kozera, second by Adams, Allen
abstained) R

The Board voted -unanimously to convene a closed meeting
pursuant to § 2.2-3711(A)(15) of the Code of Virginia for the
purpose -of consideration and discussion of medical/mental
health records contained in an accommodation request that are
ex‘c_l_u'de:_d from the Freedom of Information Act by Virginia

. Code Section 2.2-3705(A)(5) and that Caroline Juran, Sammy
‘Johnson, Cathy Reiniers-Day, Howard Casway, and Heather
Hur]ey’attend the closed meeting because their presence was

deemed necessary and would aid the Board in its deliberations.

public business matters as were identified in the motion for
closed meeting were heard, discussed or considered during the
closed meeting,

The Board voted unanimously to approve the following examination
requests of Hope Pierpoint: extended time by one and a half times
the normally aHotted time; a pop-up calculator provided on the
computer at the testing center; and, a room with limited distractions
for completing the exams with 3 proctor appropriately monitoring
her testing experiences. (motion by Adams, second by Stelly)
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APPROVAL OF CONSENT The Board voted unanimously to enter into 3 closed meeting

ORDERS pursuant to § 2.2-3711(A) (27) of the Code of Virginia for the
purpose of deliberation to reach a decision regarding two
Motion for a closed meeting Consent Orders. Additionally, it was moved that Caroline

Juran, Cathy Reiniers-Day, Sammy Johnson, Howard Casway,
and Heather Hurley attend the closed meeting becanse thejr
presence was deemed necessary and would aid the Board in its
deliberation. (motion by Kozera, second by Rhodes) .

MOTION TO CERTIFY THE The Board voted unanimously that only public business
PURPOSE OF THE CLOSED matters lawfully exempted from open meeting requirements
MEETING: and only such public business matters as were identified in the
motion for a closed meeting were heard, discussed, or
considered during the closed session just concluded. (motion by

Kozera, second by Rhodes) S '

Motions The Board voted unanimo_us'!y"t'o accept the Consent Order as
presented by Ms, Reiz;iers:l}ay- in_the matter of Rachel J.

Mitchell, pharmacy technician, (motion by Kozera, second by
Stelly) = ' -

Further, eight Board menibers voted affirmatively with ope
abstaining to _accé‘fit_ the Consent Order as bresented by Ms.
Reiniers-Day and amended in the matter of Morgan R. Tripke,
pharmacy technician, (motion by Yi, second by Allen)

ADJOURN: With.éli'--bﬁsihés:s concluded, the meeting adjourned at 3:35pm.

Gill Abemathy, Board Chairman Caroline D. Juran, Executive Director
Date Date




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF SPECIAL CONFERENCE COMMITTEE

Friday, June 29, 2012 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 a Special Conference Committee of
the Board of Pharmacy was called to order at 1100
a.m.

PRESIDING: David C. Kozera, Committee Chair

MEMBERS PRESENT: Pratt P. Stelly, Committee Member

STAFF PRESENT: Cathy M. Reiniers-Day, Deputy Executive Director
Mykl D. Egan, DHP Adjudication Specialist

ROBERT D. MCKENNEY Robert D. McKenney appeared to discuss his

Pharmacist petition for reinstatement of his pharmacist license

Reinstatement Applicant and to review allegations that he may have

License No. 0202-010726 violated certain laws and regulations governing
the practice of pharmacy as stated in the June 13,
2012, Notice,

Closed Meeting; Upon a motion by Ms. Stelly, and duly seconded

by Mr. Kozera, the Committee unanimously voted
to convene a closed meeting pursuant to § 2.2-
3711.A(28) of the Code of Virginia, for the purpose
of deliberation to reach a decision in the matter of
Robert D. McKenney. Additionally, he moved that
Cathy Reiniers-Day and Mykl Egan attend the
closed meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

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

Decision: Upon a motion by Ms. Stelly, and duly seconded
by Mr. Kozera, the Committee made certain
Findings of Facts and Conclusions of Law and
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ADJOURN:
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unanimously voted to issue an Order to deny Mr.
McKenney’s application for the reinstatement of
his pharmacist license.

As provided by law, this decision shall become a
final Order thirty (30) days after service of such
Order on Mr. McKenney, unless a written request
is made to the Board requesting a formal hearing
on the allegations made against him is received
from Mr. McKenney within such time. If service of
the Order is made by mail, three (3) additional
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 2:10 p.m.

David C. Kozera, Chair

Date

Cathy M. Reiniers-Day
Deputy Executive Director




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY MIN UTES

Tuesday, July 24, 2012
Comumonwealth Conference Center
Second Floor

Board Room 1

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:

BOARD:

SUMMARY SUSPENSION:

JENNIFER R. CAMPBELL
Pharmacy Technjcian
Registration Number 0230-010990

Motion to certify the purpose for the
closed meeting:

A Board of the Board of Pharmacy (“Board”) was
called to order at 10:10 a.m.

David C. Kozera, Chair

Crady Adams
Jody H. Allen
Empsy Munden
Robert M. Rhodes
Cynthia Warriner

Caroline Juran, Executive Director

Cathy M. Reiniers-Day, Deputy Executive Director
Eusebia L. Joyner, Disciplinary Program Specialist
Howard Casway, Senior Assistant Attorney General
Wayne T. Halbleib, Senior Assistant Attorney General
Corie E. Tillman Wolf, Assistant Attorney General
Mykl Egan, DHP Adjudication Specialist

With six (6) members participating and four (4) unable
to participate, it was established that a Board of the
Board of Pharmacy ("Board”) was called to order.

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

The Board voted unanimously, that only public
business matters lawfully exempted from open
meeting requirements under the Virginia Freedom of
Informal Act and only such public matters as were
identified in the motion for closed meeting were
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Motion;

RESCISSION OF STAY OF
INDEFINITE SUSPENSION:

JAMES T. MORROW

Pharmacist
License Number 0202-012984

Motion to certify the purpose for the
closed meeting:

Motion:

heard, discussed or considered during the closed
meeting. (Motion by J. Allen, second by C, Adams).

The Board voted unanimously in favor of the motion
that, according to the evidence presented the
continued practice by Jennifer R. Campbell as a
pharmacy technician poses a substantial danger to the
public; and therefore, Ms. Campbell’s registration to
practice as a pharmacy technician be summarily
suspended. (Motion by ]. Allen and second by C.
Adams).

The Board unanimously voted that, in lieu of a
hearing, a Consent Order be offered to Ms. Campbell
for the indefinite suspension of her registration for a
period not less than two years. (Motion by J. Allen,
second by C. Adams).

Wayne T. Halbleib, Senior Assistant Attorney General,
presented a summary of the evidence in this case for
the Board to consider a rescission of the stay of
indefinite summary suspension on Mr. Morrow’s
pharmacist license. Mykl D. Egan, DHP Adjudication
Specialist, was also present.

The Board voted unanimously, that only public
business matters lawfully exempted from open
meeting requirements under the Virginia Freedom of
Informal Act and only such public matters as were
identified in the motion for closed meeting were
heard, discussed or considered during the closed
meeting. (Motion by J. Allen, second by C. Warriner).

The Board unanimously voted to rescind the stayed
indefinite suspension that was placed on Mr.
Morrow’s pharmacist license on May 22, 2006. Mr.
Morrow shall be noticed to appear at a Formal
Hearing however, the Board determined that a
Consent Order shall be offered that indefinitely
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APPROVAL OF CONSENT
ORDER:

MOTION TO CERTIFY THE PURPOSE
OF THE CLOSED MEETING:

Motion:

PANEL FORMAL
ADMINISTRATIVE HEARINGS:

SHADAI A. MERRITT
Registration # 0230-011054

suspends his license but stays the suspension
conditioned upon entry into the Health Practitioners
Monitoring Program., (Motion by J. Allen, second by
C. Adams).

The Board voted unanimously to enter into a closed
meeting pursuant to § 2.2-3711(A) (27) of the Code of
Virginia for the purpose of deliberation to reach a
decision regarding a Consent Order, Additionally, it
was moved that Caroline Juran, Cathy Reiniers-Day,
Eusebia Joyner and Howard Casway attend the closed
meeting because their presence was deemed necessary
and would aid the Board in its deliberation. (Motion
by J. Allen, second by C. Adams).

The Board voted unanimously that only public
business matters lawfully exempted from open
meeting requirements and only such public business
matters as were identified in the motion for a closed
meeting were heard, discussed, or considered during
the closed session just concluded. (Motion by J. Allen,
second by E. Munden).

The Board voted unanimously to accept the Consent
Order as presented by Ms. Reiniers-Day in the matter
of Ronald W. Shifflett, pharmacy technician. (Motion
by C. Adams, second by C. Warriner)

Ms. Merritt was not present at the hearing. The Board
proceeded with the hearing in Ms. Merritt's absence as
the Notice of Formal Hearing dated June 25, 2012, was
mailed to her legal address of record, both by regular
and certified mail. Mr. Kozera ruled that adequate
notice was provided to Ms. Merritt.

Corie E. Tillman Wolf, Assistant Attorney General,
prosecuted the case with the assistance of Mykl D.
Egan, DHP Adjudication Specialist.
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Closed Meeting:

Reconvene:

Decision:

SHANNON C. WHITE
Registration Number 230-017782

Sherry Foster, DHP Investigator, testified in person on
behalf of the Commmonwealth; Dave Inman, CVS
District Pharmacy Supervisor; and Mitch Fletcher,
CVS Regional Loss Prevention Manager, testified by
telephone on behalf of the Commonwealth.

The Board voted unanimously to enter into a closed
meeting pursuant to § 2.2-3711(A) (27) of the Code of
Virginia for the purpose of deliberation to reach a
decision in the matter of Shadai A. Merritt,
Additionaliy, she moved that Caroline Juran, Cathy
Reiniers-Day, Eusebia Joyner and Howard Casway
attend the closed meeting because their presence was
deemed necessary and would aid the Board in its
deliberation.  (Motion by J. Allen, second by C.
Warriner).

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

The Board voted 6-0 to accept the Findings of Fact and
Conclusions of Law as proposed by Ms. Tillman Wolf,
amended by the Board and read by Mr. Casway.
(Motion by J. Allen, second by C. Warriner).

The Board voted 6-0 that Ms. Merritt's registration to
practice as a pharmacy technician be revoked.
(Motion by J. Allen, second by C. Warriner),

Ms. White was not present at the hearing. The Board
proceeded with the hearing in Ms. White’s absence as
the Notice of Formal Hearing dated March 16, 2012,
was mailed fo Ms. White’s legal address of record,
both by regular and certified mail. Mr. Kozera ruled
that adequate notice was provided to Ms, White.

Corie E. Tillman Wolf, Assistant Attorney General,
prosecuted the case with the assistance of Mykl D.
Egan, DHP Adjudication Specialist.

Jennifer Challis, DHP Senior Investigator, testified in
person on behalf of the Commonwealth; and Mitch




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF SPECIAL CONFERENCE COMMITTEE

Wednesday, August 22, 2012
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:

STAFF PRESENT:

JENNIFER L. HUGGINS
Registration No. 0230-004045

Closed Meeting:

Reconvene;

Decision:

A meeting of a Special Conference Committee of
the Board of Pharmacy was called to order at 10:00
a.m.

David C. Kozera, Committee Chair
Pratt P. Stelly, Committee Member

Cathy M. Reiniers-Day, Deputy Executive Director
Shevaun Roukous, DHP Adjudication Specialist

Jennifer L. Higgins appeared with W, McMillan
Powers, her attorney, and Nancy Rogerson, a
pharmacist, to discuss allegations that she may
have violated certain laws and regulations
governing the practice of pharmacy technicians as
stated in the May 25, 2012, Notice,

Upon a motion by Ms, Stelly, and duly seconded
by Mr. Kozera, the Committee unanimously voted
to convene a closed meeting pursuant to § 2.2-
3711.A(28) of the Code of Virginia, for the purpose
of deliberation to reach a decision in the matter of
Jennifer 1. Huggins, Additionally, she moved that
Cathy Reiniers-Day and Shevaun Roukous 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
§ 2.2-3712 of the Code, the Committee re-convened
in open meeting and announced the decision,

Upon a motion by Ms. Stelly, and duly seconded
by Mr. Kozera, the Committee made certain
Findings of Facts and Conclusions of Law and
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FERESHTEH EJTEMAL
License No, 0202-008014

Closed Meeting:

Reconvene:

Decision:

Page 2

unanimously voted to issue Ms. Huggins an Order
imposing a reprimand and placing her pharmacist
technician registration on probation,

As provided by law, this decision shall become a
final Order thirty (30) days after service of such
Order on Ms, Huggins, unless a written request is
made to the Board requesting a formal hearing on
the allegations made against her is received from
Ms. Huggins within such time. If service of the
Order is made by mail, three (3} additional days
shall be added to that period. Upon such timely
request for a formal hearing, the decision of thig
Special Conference Committee shall be vacated.

Fereshteh Ejternai appeared with Hossein Fjtemai,
her brother and Melody Korrami, her daughter, to
discuss allegations that she may have violated
certain laws and regulations governing the practice
of pharmacy as stated in the July 19, 2012, Notice.

Upon a motion by Ms. Stelly, and duly seconded
by Mr. Kozera, the Committee unanimously voted
to convene a closed meeting pursuant to § 2.2-
3711.A(28) of the Code of Virginia, for the purpose
of deliberation to reach a decision in the matter of
Fereshteh Ejtemai. Additionally, she moved that
Cathy Reiniers-Day and Shevaun Roukous 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
§ 2.2-3712 of the Code, the Committee re-convened
in open meeting and announced the decision.

Upon a motion by Ms. Stelly, and duly seconded
by Mr. Kozera, the Committee made certain
Findings of Facts and Conclusions of Law and
unanimousty voted to issue Ms. Ejtemai an Order
imposing a reprimand.




Virginia Board of Pharmacy Minutes
Special Conference Committee
August 22, 2012

ADJOURN:

Page 3

As provided by law, this decision shall become a
final Order thirty (30) days after service of such
Order on Ms. Ejtemai, unless a written request is
made to the Board requesting a formal hearing on
the allegations made against her is received from
Ms, Ejtemai within such time. If service of the
Order is made by mail, three (3) additional 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 2:20 p.m.

David C. Kozera, Chair

Date

Cathy M. Reinjers-Day
Deputy Executive Director




(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF INFORMAL CONFERENCE COMMITTEE

Wednesday, August 22, 2012
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:

STAFF PRESENT:

MARTINSVILLE FAMILY
PHARMACY
Permit No, 0201-003742

Reconvene:

Decision:

A meeting of an Informal Conference Committee of
the Board of Pharmacy was called to order at 2:20
p.m.

David C. Kozera, Cormmittee Chair
Pratt P. Stelly, Committee Member

Cathy M. Reiniers-Day, Deputy Executive Director
Shevaun Roukous, DHP Adjudication Specialist

Robert A. Pratt, Pharmacist-in-Charge, Martinsville
Family = Pharmacy, appeared on behalf of
Martinsville Family Pharmacy to review allegations
that Martinsville Family Pharmacy may have
violated certain laws and regulations governing the
conduct of pharmacy as stated in the July 19, 2012,
Notice,

Upon a motion by Ms. Stelly, and duly seconded by
Mt. Kozera, the Committee unanimously voted to
convene a closed meeting pursuant to § 2.2.
3711.A(28) of the Code of Virginia, for the purpose
of deliberation to reach a decision in the matter of
Martinsville Family Pharmacy. Additionally, she
moved that Cathy Reiniers-Day and Shevaun
Roukous attend  the closed meeting because their
presence in the closed meeting would aid the
Comumittee in its deliberations.

Having certified that the matters discussed in the
preceding closed meeting met the requirements of
§ 2.2-3712 of the Code, the Committee re-convened
in open meeting.

Upon a motion by Ms. Stelly, and duly seconded by
Mr. Kozera, the Committee made certain Findings
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ADJOURN:

David C. Kozera, Chair

Date

Page 2

of Facts and Conclusions of Law and unanimously
voted to offer a Consent Order to Martinsville
Family Pharmacy with no sanction being imposed,

(This Consent Order shall be effective upon
endorsement by Martinsville Family Pharmacy and
the Board).

With all business concluded, the meeting adjourned
at3:40 p.m.

Cathy M. Reiniers-Day
Deputy Executive Director




Agenda Item: Regulatory Actions - Chart of Regulatory Actions

Staff Note: Attached is a chart with the status of regulations for the Board
as of September 18, 2012
Action: None — provided for information only

Virginia Board of Pharmacy
: Regulations
[18 VAC 110 - 20]

Action:- f Contmuous quahty tmprovemeni programs

. Stage: - jEmergencnyOlRA approved by the Governoron B

- §/18/12; regulations ‘effective 10/1/12 to 9/30/13
Comment on NOIRA 1 0/8/12 to 11[?/12 o

Virginia Board of Pharmacy
Regulations
[18 VAC 110 - 20]

Action:  Modifications to requirements for automated dispensin.g. o

devices

Stage:; | Proposed regulation — At the Secrefary’s office for 10 days |

Virginia Board of Pharmacy
Regulations -
118 VAC 110 - 20]

Action: - Chéhge to 'run-di’y reguiremént for autormated countihg

' devuces

Stage:  Comment closed April 25, 2012

Board to adopt proposed regulations 10/1/12

Virginia Board of Pharmacy -
Regulations
[18 VAC 110 - 20]

Regulations
[18VAC 110 - 20]

Action: - Administrative fees for duplicate licenses and
venﬂcahon

Stagé: | Proposed - At Secretarys Offi ice for 41 1da ys
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-Stagef : F’roposed At Governors Off” ice for 123 days

3 Virginia Board of Pharmacy
.| Regulations
?{18 VAC 110 - 20}

: Act:on Addressmg hours of contmuous work by pharmac:sts f
 Stage: NOIRA - Register Date: 9/10/12

. Comment closes on 1 0/8/12 :




Emergency regulation — Effective October 1, 2012 to September 30, 2013
BOARD OF PHARMACY

Continuous quality improvement programs

Part |

General Provisions
18VAC110-20-10. Definitions.

In addition to words and terms defined in §§ 54.1-3300 and 54.1-3401 of the Code of
Virginia, the following words and terms when used in this chapter shall have the following

meanings, unless the context clearly indicates otherwise:
"ACPE" means the Accreditation Council for Pharmacy Education.

“Acquisition” of an existing entity permitted, registered or licensed by the board means (i) the
purchase or transfer of all or substantially all of the assets of the entity or of any corporation that
owns or controls the entity; (i) the creation of a partnership by a sole proprietor or change in
partnership composition; (iif) the acquiring of 50% or more of the outstanding shares of voting
stock of a corporation owning the entity or of the parent corporation of a wholly owned
subsidiary owning the entity, except that this shall not apply to any corporation the voting stock
of which is actively fraded on any securities exchange or in any over-the-counter market; or (iv)
the merger of a corporation owning the entity, or of the parent corporation of a wholly owned

subsidiary owning the entity, with another business or corporation.

“Actively reports” means reporting all dispensing errors and analyses of such errors to a

patient safety organization as soon as practical or at least within 30 days of identifving the error.

"Alternate delivery site" means a location authorized in 18VAC110-20-275 to receive

dispensed prescriptions on behalf of and for further delivery or administration to a patient.
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“Analysis” means a review of the findings collected and documented on each dispensing

error, assessment of the cause and any factors contributing to the dispensing error, and any

recommendation for remedial action to improve pharmacy systems and workflow processes to

prevent or reduce future errors,

"Beyond-use date" means the date beyond which the integrity of a compounded,
repackaged, or dispensed drug can no longer be assured and as such is deemed to be

adulterated or misbranded as defined in §§ 54.1-3461 and 54.1-3462 of the Code of Virginia,
"Board” means the Virginia Board of Pharmacy.

"CE" means continuing education as required for renewal of licensure by the Board of

Pharmacy.

"CEU" means a continuing education unit awarded for credit as the equivalent of 10 contact

hours.

"Chart order" means a lawful order for a drug or device entered on the chart or in a medical

record of a patient by a prescriber or his designated agent.

“Compliance packaging” means packaging for dispensed drugs which is comprised of a
series of containers for solid oral dosage forms and which is designed to assist the user in

administering or self-administering the drugs in accordance with directions for use.

"Contact hour” means the amount of credit awarded for 80 minutes of participation in and

successful completion of a continuing education program.

"Correctional facility” means any prison, penitentiary, penal facility, jail, detention unit, or

other facility in which persons are incarcerated by government officials.

"DEA" means the United States Drug Enforcement Administration.




“Dispensing error” means one or more of the following discovered after the final verification

by the pharmacist;

1. Variation from the prescriber's prescription drug order, including, but not limited to:

a. Incorrect drug:;

b. Incorrect drug strength:

¢. Incorrect dosage form:

d. Incorrect patient; or

e. Inadequate or incorrect packaging, labeling, or directions.

2. Failure to exercise professional judgment in identifving and managing:

a. Therapeutic duplication:

b. Drug-disease contraindications, if known:

c. Drug-drug interactions, if known:;

d. Incorrect drug dosage or duration of drug treatment:

e. Drug-allergy interactions:

1. A clinically significant, avoidable delay in therapy: or

a. Any other significant, actual or potential problem with a patient's drug therapy.

3. Delivery of a drug to the incorrect patient.

4. Variation in_bulk repackaging or filling of automated devices, including, but not limited

to:

a. Incorrect drug;

b. Incorrect drug strenath:




¢. Incorrect dosage form: or

d. Inadeguate or incorrect packaging or labeling.

"Drug donation site" means a permitted pharmacy that specifically registers with the board
for the purpose of receiving or redispensing eligible donated prescription drugs pursuant to

§ 54.1-3411.1 of the Code of Virginia.

"Electronic prescription” means a written prescription that is generated on an electronic
application in accordance with 21 CFR Part 1300 and is transmitted to a pharmacy as an

electronic data file.

"Expiration date” means that date placed on a drug package by the manufacturer or

repacker beyond which the product may not be dispensed or used.

"Facsimile (FAX) prescription” means a written prescription or order which is transmitted by
an electronic device over telephone lines which sends the exact image to the receiver

(pharmacy) in a hard copy form.
"FDA" means the United States Food and Drug Administration.

"Floor stock™ means a supply of drugs that have been distributed for the purpose of general
administration by a prescriber or other authorized person pursuant to a valid order of a

prescriber.

“Foreign school of pharmacy” means a school outside the United States and its territories
offering a course of study in basic sciences, pharmacotogy, and pharmacy of at least four years

in duration resulting in a degree that qualifies a person to practice pharmacy in that country.
"Forgery” means a prescription that was falsely created, falsely signed, or altered.

"FPGEC certificate” means the certificate given by the Foreign Pharmacy Equivalency

Committee of NABP that certifies that the holder of such certificate has passed the Foreign




Pharmacy Equivalency Examination and a credential review of foreign training to establish
educational equivalency to board approved schools of pharmacy, and has passed approved

examinations establishing proficiency in English.

"Generic drug name" means the nonproprietary name listed in the United States
Pharmacopeia-National Formulary (USP-NF) or in the USAN and the USP Dictionary of Drug

Names.

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the Code of

Virginia or as defined in regulations by the Virginia Department of Health,

"Inactive license” means a license which is registered with the Commonwealth but does not
entitle the licensee to practice, the holder of which is not required to submit documentation of

CE necessary to hold an active license.

"Long-term care facility" means a nursing home, retirement care, mental care or other facility

or institution which provides extended health care to resident patients.
“NABP" means the National Association of Boards of Pharmacy.
"Nuclear pharmacy" means a pharmacy providing radiopharmaceutical services.

"On duty” means that a pharmacist is on the premises at the address of the permitted

pharmacy and is available as needed.

“Pafient safety organization” means an_organization that has as its primary mission

continuous guality improvement under the Patient Safety and Quality Improvement Act of 2005

(P.L. 109-41) and is credentialed by the Agency for Healthcare Research and Quality.

"Permitted physician” means a physician who is licensed pursuant to § 54.1-3304 of the
Code of Virginia to dispense drugs to persons to whom or for whom pharmacy services are not

reasonably available.




"Perpetual inventory" means an ongoing system for recording quantities of drugs received,

dispensed or otherwise distributed by a pharmacy.

"Personal supervision” means the pharmacist must be physically present and render direct,
personal control over the entire service being rendered or act being performed. Neither prior nor
future instructions shall be sufficient nor, shall supervision rendered by telephone, written

instructions, or by any mechanical or electronic methods be sufficient,

"Pharmacy closing" means that the permitted pharmacy ceases pharmacy services or fails
to provide for continuity of pharmacy services or lawful access to patient prescription records or

other required patient records for the purpose of continued pharmacy services to patients.

"Pharmacy technician trainee" means a person who is currently enrolled in an approved
pharmacy technician training program and is performing duties restricted to pharmacy
technicians for the purpose of obtaining practical experience in accordance with § 54.1-3321 D

of the Code of Virginia.
"PIC" means the pharmacist-in-charge of a permitted pharmacy.
"Practice location” means any location in which a prescriber evaluates or freats a patient.

"Prescription department” means any contiguous or noncontiguous areas used for the
compounding, dispensing and storage of all Schedule I} through VI drugs and devices and any

Schedule I investigational drugs.

"PTCB" means the Pharmacy Technician Certification Board, co-founded by the American
Pharmaceutical Association and the American Society of Health System Pharmacists, as the

national organization for voluntary examination and certification of pharmacy technicians.

"Quality assurance plan” means a plan approved by the board for ongoing monitoring,
measuring, evaluating, and, if necessary, improving the performance of a pharmacy function or

system.




“Radiopharmaceutical" means any drug that exhibits spontanecus disintegration of unstable
nuclei with the emission of nuclear particles or photons and includes any nonradioactive reagent
kit or radionuclide generator that is intended to be used in the preparation of any such
substance, but does not include drugs such as carbon-containing compounds or potassium-
containing salts that include trace quantities of naturally occurring radionuclides. The term also
includes any biological product that is labeled with a radionuclide or intended solely to be

labeled with a radionuclide.

"Repackaged drug" means any drug removed from the manufacturer's original package and

placed in different packaging.

"Robotic pharmacy system" means a mechanical system controlled by a computer that
performs operations or activities relative to the storage, packaging, labeling, dispensing, or

distribution of medications, and collects, controls, and maintains all transaction information.

"Safety closure container” means a container which meets the requirements of the federal
Poison Prevention Packaging Act of 1970 (15 USC §§ 1471-1476), ie., in testing such
containers, that 85% of a test group of 200 children of ages 41-52 months are unable to open
the container in a five-minute period and that 80% fail in another five minutes after a
demonstration of how to open it and that 90% of a test group of 100 adults must be able to open

and close the container.

"Satellite pharmacy™ means a pharmacy which is noncontiguous to the centraily permitted

pharmacy of a hospital but at the location designated on the pharmacy permit.

"Special packaging” means packaging that is designed or constructed to be significantly
difficult for children under five years of age to open to obtain a toxic or harmful amount of the

drug contained therein within a reasonable time and not difficutt for normal adults to use

22



propertly, but does not mean packaging which all such children cannot open or obtain a toxic or

harmful amount within a reasonable time,

"Special use permit" means a permit issued to conduct a pharmacy of a special scope of

service that varies in any way from the provisions of any board regulation.

"Storage temperature” means those specific directions stated in some monographs with
respect to the termnperatures at which pharmaceutical articles shall be stored, where it is
considered that storage at a lower or higher temperature may produce undesirable results. The

conditions are defined by the following terms:

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold place
in which temperature is maintained thermostatically between 2° and 8°C (36° and 46°F).
A freezer is a cold place in which the temperature is maintained thermostatically

between -20° and -10°C (-4° and 14°F).
2. "Room temperature" means the temperature prevailing in a working area.

3. "Controlled room temperature” means a temperature maintained thermostatically that
encompasses the usual and customary working environment of 20° to 25°C (68° to
77°F); that results in a mean kinetic temperature calculated to be not more than 25°C;
and that allows for excursions between 15° and 30°C (59° and 86°F) that are

experienced in pharmacies, hospitals, and warehouses.
4. "Warm" means any temperature between 30° and 40°C (86° and 104°F).
5. "Excessive heat" means any temperature above 40°C ( 104°F).

6. "Protection from freezing” means where, in addition to the risk of breakage of the
container, freezing subjects a product to loss of strength or potency, or to the destructive
alteration of its characteristics, the container label bears an appropriate instruction to

protect the product from freezing.




7. "Coal" means any temperature between 8° and 15°C (46° and 59°F).

“Terminally ill* means a patient with a terminal condition as defined in § 54.1-2982 of the

Code of Virginia.

“"Unit dose container" means a container that is a single-unit container, as defined in United
States Pharmacopeia-National Formulary, for articles intended for administration by other than

the parenterat route as a single dose, direct from the container.
"Unit dose package" means a container that contains a particutar dose ordered for a patient.

"Unit dose system" means a system in which multiple drugs in unit dose packaging are
dispensed in a single container, such as a medication drawer or bin, labeled only with patient
name and location. Directions for administration are not provided by the pharmacy on the drug
packaging or container but are obtained by the person administering directly from a prescriber's

order or medication administration record.
"USP-NF" means the United States Pharmacopeia-National Formulary.

"Well-closed container” means a container that protects the contents from extraneous solids
and from loss of the drug under the ordinary or customary conditions of handling, shipment,

storage, and distribution.

18VAC110-20-418. Continuous quality improvement programs,

A. Notwithstanding practices constituting unprofessional practice indicated in 18VAC110-20-

25, any pharmacy that actively reports dispensing errors and the analysis of such errors to a

patient safety organization consistent with §54.1-3434.03 and 18VAC110-20-10_shall be

deemed in compliance with this section. A record indicating the date a report was submitted to

a patient safety organization shall be maintained for 12 months from the date of reporting. If no

dispensing errors_have occurred within the past 30 days, a_zero report with date shall be

recorded on the record.




B. Pharmacies not actively reporting to patient safety organizations, consistent with §54.1-

3434.03 and 18VAC110-20-10, shali implement a program for continuous quality improvement

in compliance with this section.

1. Notification requirements:

a. A pharmacy intern or pharmacy technician who identifies or learns of 3 dispensing

grror shall immediately notify a pharmacist on-duty of the dispensing error.

b. A pharmacist on-duty shal appropriately respond to the dispensing error in a

manner that protects the health and safety of the patient.

¢. A pharmacist on-duty shall immediately notify the patient or the person responsible

for administration of the drug to the patient and communicate steps to avoid injury or

mitigate the error if the patient is in receipt of 3 drug involving a dispensing error

which_may cause patient harm or affect the efficacy of the drug therapy. Additionally,

reasonable efforts shail be made to determine if the patient self-administered or was

administered the drug involving the dispensing error. it is known or reasonable to

believe the patient self-administered or was administered the drug involving the

dispensing error, the pharmacist shall immediately assure that the prescriber is

notified,

2. Documentation and record requirements; remedial action:

a. Documentation of the dispensing error must be initiated as soon as practical, not

to exceed three days from identifying the error. Documentation shall include. at a

minimum, a description of the event that is sufficient to allow further investigation,

catedorization and analysis of the event.




b. The pharmacist-in-charge or designee shall perform g systematic, ongoing

analysis, as defined in 18 VAC 110-20-10, of dispensing errors. An analysis of each

dispensing error shall be performed within 30 days of identifving the error.

€. The pharmacist-in-charge shall inform_pharmacy personnel of changes made to

pharmacy policies, procedures, systems, or processes as a result of the analysis.

d. Documentation associated with the dispensing error need only to be maintained

until_the systematic analysis _has been compieted. Prescriptions, dispensing

information, and other records required by federai or state law shall be maintained
accordingly,

e. A separate record shall be maintained and available for inspection to ensure

compliance with this section for 12 _months from the date of the analysis of

dispensing errors and shall include the following information:

(1) Dates the analysis was initiated and completed:

{2) Names of the participants in the analysis;

(3) General description of remedial action taken fo pravent or reduce future errors:

and

(4) A zero report with date shall be recorded on the record if no dispensing errors

have occurred within the past 30 days.




Agenda Item: Adoption of Proposed Regulations
Run-Dry Requirements for Automated Counting Devices
Included in your agenda package are:
An excerpt from Regulation Committee minutes of 11/29/11
A copy of the Notice of Intended Regulatory Action in Register of Regulations
A copy of comment on the NOIRA

A DRAFT of proposed amendments

Staff note:

There was a comment period on the petition from March 26, 2012 to April 25,
2012

Board action:
Consideration of the comment on NOIRA and regulation drafted by staff.

Adoption of proposed amendments to section 353.




(FINAL/APPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF REGULATION COMMITTEE FOR AUTOMATED COUNTING DEVICES,
AUTOMATED DISPENSING DEVICES, AND DEFINITION OF “LOW VOLUME”

November 29, 2011 Perimeter Center
Second Floor 9960 Mayland Drive, Suite 300
Conference Center Richmond, VA 23233-1463
CALL TO ORDER: The meeting was called to order at 1;15 PM.
PRESIDING: EHen Shinaberry, Chairman
MEMBERS PRESENT: Gill Abernathy

David C. Kozera

Crady Adams

Empsy Munden

Robert M, Rhodes
MEMBER ABSENT: Jody Allen
STAFF PRESENT: Caroline D. Jufan, Executive Director

J. Samuel Johnson, Jr., Deputy Executive Direstor
Elaine J. Yeatts, Senior Policy Analyst, DHP

APPROVAL OF AGENDA: With no chapges made to the agenda, the agenda was approved as
presented.

PUBLIC COMMENTS: Comments were received at the time the issue was taken up by the
committee.

The regulation committee met to discuss the following three
topics; “Run Dry” requirements for automated counting devices,
the definition of “low volume” as used in USP 797 and automated
dispensing devices. These regulations were referred to the
committee for further review by the Board at the September 20,
2011 meeting.

“RUN DRY” REQUIREMENT r-M%’hf: committee discussed information in the agenda packet and concerns
FOR AUTOMATED 1 regarding devices not currently being able to guarantee that the first
COUNTING DEVICES: tablets placed in the device will be the first tablets dispensed from the
device, Therefore, the committee remained concerned that a recalled
drug could potentially remain in the device longer than anticipated.
Alan Friedman with Kaiser Permanents was present and offered public
comment urging the committee to eliminate or extend the current run dry
requirement.

The committee voted unanimously to recommend to the full board
MOTION: on December 14, 2011 that Regulation I8VACI10-20-355 be
amended to eliminate the run dry requirement and include the
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November 29, 2011

DEFINITION OF “LOW
VOLUME” AS USED IN USP
CHAPTER 797:

MOTION:

AUTOMATED DISPENSING
DEVICES:

foliowing statement, “In the event of drug recall involving one of
multiple lots placed in a cell in the last four months, all drag will be
removed from the cell and not used for patient care.” (motion by
Abernathy, second by Adams.)

Ms. Juran explained that board counsel had recently advised that the
Board cannot define “low volume” in a guidance document, because it
would go beyond Regulation 18VAC110-20-321 which simply adopts
USP-NF compounding standards by reference. Shouild the board wish to
defime the term, counsel advised that it could amend the regulation and
gather expert testimony to determine the appropriate number of
hazardous sterile compounds that may be performed in the same space
as non-hazardous sterile compounds. Additionally, Ms, Juran stated
USP was currently convening an expert panel and is scheduled to review
the term “low volume” in the near future.

The committee voted unanimously to recommend fo the full board
that it remove from Major Deficiency 24 in gnidance document 110-
9 the definition of “low volume,” as advised by board counsel, and
take no further action, understanding that USP may define the term
in the future. {motion by Adams, second by Kozera)

Ms, Yeatts reminded the committee of the three petitions for rulemaking
submitted on this subject znd stated that the Notice of Intended
Regulatory Action was prepared on September 23, 2011, She further
explained that the committee needed to develop drafi language to
recommend to the full board for consideration to potentially amend
Regulation 18VAC110-20-490. Members of the public present and
offering comment included Karen Dunavant, Assistant Pharmacy
Director, Reston Hospital Center, Annette Reichenbaugh, Pharmacy
Director, Reston Hospital Center, Courtney Fuller, Director of
Pharmacy, Retreat Doctors” Hospital, Stephen LaHaye, Bon Secours St.
Francis Medical Center and representing VSHP, and Noel Hodges,
Division Director of Pharmacy, HCA Central Atlantic Supply Chain
Services. Those offering comment believed the current auditing
requirements for automated -dispensing devices only provide a snapshot
of information during the month, and that current software that use
standard deviations and compare peer-to-peer practices during the month
is more likely to identify suspicious activity or issues of concern. The
committee then reviewed a draft of the regulation prepared by staff
which incorporated the changes as suggested in the three petitions for
rulemaking, While reviewing the entire draft several edits were made.
Because a public comment period on the NOIRA does not expire untif
December 21, 2011, the first opportunity for the committee’s suggested
changes to regulation to be presented and considered by the full board is
the March 2012 full board meeting. (Attachment 1)

Ms. Yeatts departed at approximately 4:15pm.




NOTICES OF INTENDED REGULATORY ACTION

TITLE 4. CONSERVATION AND NATURAL
RESOURCES

VIRGINIA SOil. AND WATER CONSERVATION
BOARD

Notice of Intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of
the Code of Virginia that the Virginia Soil and Water
Conservation Board intends to consider amending 4VAC50-
60, Stormwater Management Regulations. The purpose of
the proposed action is to consider amendments to the
applicable portions of the Virginia Soil and Water
Conservation Board’s Virginia Stormwater Management
Program {VSMP) Permit Regulations in order to reauthorize
and amend the general permit for stormwater discharges from
small municipal separate storm sewer systems (small MS4s).
The existing five-year general permit became effective on
July 9, 2008; thus, a new general permit must be adopted
before the July 8, 2013, expiration date.

The changes may include, but are not limited to, (i)
incorporation of water quality requirements for impaired
waters and iotal maximum daily loads (TMDLs) including
monitoring requirements, consistency requirements with other
regulations such as erosion and sediment control, chemical
application, and handling requirements; and (1) minimum
prescriptive measures rtegarding public notification and
reporting. The permit will also consider implementation of
new stormwater management technical criteria for post
development (including compliance with water quality and
quantity standards set out in Part I (4VAC350-60-40 et seq.)
and compliance with Part HI (4VAC50-60-100 et seq.)) and
permit requirements for compliance with the Chesapeake Bay
TMDE..

The agency intends to hold a public hearing o the proposed
action after publication in the Virginia Register.

Statutory Authority: §§ 10.1-603.2:1 and 10.1-603.4 of the
Code of Virginia.

Public Comment Deadline: April 25, 2012.

Agency Contact: David C. Dowling, Policy and Planning
Director, Department of Conservation and Recreation, 203
Governor Street, Suite 302, Richmond, VA 23219, telephone

(804) 786-2291, FAX (804) 786-6141, or email
david.dowhing@der.virginia.gov.
VA.R. Doc. Neo. R12-3136; Filed March 6, 2012, 1:25 p.m.
L 2 +

TITLE 9. ENVIRONMENT

STATE WATER CONTROL BOARD

Notice of intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of
the Code of Virginia that the State Water Control Board
intends to consider amending 9VAC25-860, General
Virginia Poliutant Discharge Elimination System
(VPDES) Permit for Potable Water Treatment Plants. The
purpose of the proposed action is to establish appropriate and
necessary permitting requirements for discharges of
wastewater from potable water treatment plants. The existing
general permit expires on December 23, 2013, and must be
reissued to be available after that date. The proposed
regulation will comtain standard lanpuage for effluent
limitations and monitoring requirements necessary to regulate
this category of dischargers,

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: § 62.1-44.15 of the Code of Virginia,
Public Comment Deadline: April 25, 2012,

Agency Contact: Elleanore M. Daub, Department of
Envirommental Quality, 629 East Main Street, P.O. Box 1105,
Richmond, VA 23218, telephone (804) 698-4111, FAX (804)
698.4032, or email elleanore.daub@deq.virginia.gov.

VAR, Doc. No. R12-3134; Filed March 6, 2012, 1:23 pa.

TITLE 18. PROFESSIONAL AND
OCCUPATIONAL LICENSING

BOARD OF PHARMACY

Notice of intended Regulatory Action

Notice is hereby given in accordance with § 2.2-4007.01 of
the Code of Virginia that the Board of Pharmacy intends to
consider amending 18VAC110-20, Regulations Governing
the Practice of Pharmacy. The purpose of the proposed
action is to modify or eliminate the current requirement that
bulk bins in an automated counting device be "run dry” every
60 days. The requirement to allow the bins to "run dry" every
60 days to prevent expired drugs from dispensed is probably
not necessary to protect public health and safety. In
modifying the regulation, the board will consider safegnards
that would ensure expired or recalled drugs are not being
dispensed to patients. If the technology of the device can
ensure drugs in a particular lot have been cleared out of the
machine, it might not be necessary to dispose of all drugs in a
bin to which a recalled lot has been added. If not, and if
multiple lots are in a bin, the drugs may have to be removed
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Nofices of Intended Regulatory Action

and not used for patient care if there is a recall on any of the
lots. Additionally, the regulation may require regular
emptying and cleaning of the device to avoid an accumulation
of drug residue that might affect the efficacy of the drugs or
the accuracy of the dispensing. In considering modification to
or eliminations of the "run-dry" regulation, the board will
include requirements in the best interest of public health and
safety in prescription medications.

The agency intends to hold a public hearing on the proposed
action after publication in the Virginia Register.

Statutory Authority: § 54.1-2400 of the Code of Virginia.
Public Comment Deadline: April 25, 2012,

Agency Contact: Caroline Juran, RPh, Executive Director,
Board of Pharmacy, 9960 Mayland Drive, Suite 300,
Richmond, VA 23233-1463, telephone (804) 367-4416, FAX
(804) 527-4472, or email caroline juran@dhp.virginia.gov,

VAR, Doc. No, R12-3083; Filed Febmary 23, 2012, 2:06 p.m,

Volum_e 28, lssue 15 Virginia Register of Regulations March 26, 2012
1288




&% KAISER PERMANENTE.

2101 East Jefferson Street
Department of Pharmacy Services, 3-West
Rockville, MD 20852

April 25, 2012

Elaine I. Yeatts, Senior Policy Analyst
Department of Health Professions
9960 Mayland Drive

Henrico, VA 23233

Dear Ms. Yeatts,

Thank you for the opportunity to provide comment on the Notice of Intended Regulatory Action
(NOIRA) 1o modify or eliminate the requirement for bulk bins in an automated counting device
to be “run dry” every sixty days as outlined in 18VAC110-20-355.

As the profession of pharmacy continues to evolve and progress, so does the technology used to
support the practice. Historically, automated counting devices utilized a rotating mechanism that
sifted thru the cell to count tablets or capsules, resulting in a continuous mixing of the
medication placed into the cell, analogous to a cement mixer. The previous means of technology
was also limited in scope and functioned only as a counting device, requiring manual
intervention by the pharmacist or technician to place the counted medication into a vial and
attach the corresponding prescription label. Furthermore, the tracking of lot numbers and
expiration dates had to be maintained in a written log as the system was incapable of recording
this information. Due to the inability to track lot numbers and expiration dates, coupled with the
mechanism of action which continuously mixed the medication in the cells, a “run dry”
requirement was created to provide a means of tracking the entry and removal of specific lot
numbers and expiration dates from the cells.

Modem automated counting devices utilize the concept of gravify to create technology that no
longer requires the continuous mixing of medications to provide an accurate count. The cells are
replenished from the top and medication is dispensed from the bottom of the cell, in essence
dispensing the medication in the order it was added to the cell. While there may not be a fool-
proof guarantee that the first lot of medication added is dispensed in its entirety prior to
dispensing a subsequently added lot number, the technology is designed to support first in and
first out flow.

Modern automated counting devices are no longer limited to counting functionality only, and are
developed to deliver medications efficiently, safely, and economically. Technology advances
now include a verification system which allows for comprehensive bar code scanning and
software-driven checks for all initial NDC assignments and dispenser replenishment. The
systems display photo images of the medication to assist the pharmacy team ensure the correct
medication has been counted and dispensed. Most importantly, the system is capable of tracking
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and storing useful information for all prescriptions counted by the device, including the
electronic management of lot mumbers and expiration dates. For each prescription medication
dispensed, the system is capable of pinpointing which lot mumbers and expiration dates a patient
may have received based upon the contents of the cell at the time of dispensing. The ability to
track which patient received what lot number is a sophisticated functionality that is not captured
if a prescription was prepared manually.

In light of modem automation capability that utilizes gravity to count medications and capture
pertinent prescription information, including the tracking of lot numbers and expiration dates, the
“run dry” requirement appears unnecessary for the safe and efficient management of pharmacy
operations. No other jurisdiction in the United States has a “run dry” requirement. For most
pharmacies, the primary purpose of investing in costly automation 15 to improve patient safety
and enhance efficiencies in workflow allowing for additional time to interact directly with
patients and other healthcare providers. The “run dry” requirement is counterproductive to this
philosophy as it prevents proactive replenishment of cells when they reach a crirical inventory
level, and instead require a pharmacist or technician to remove themselves from the workflow
when a cell empties to replenish it at that time. In addition, the need to “run dry” results in
wastage of medications and creates an undue financial burden on pharmacies as they must
discard any remaining product in the cell if not used within a sixty day period to comply with the
regulations. Therefore, we strongly urge the Virginia Board of Pharmacy to eliminate the
requirement for bulk bins in an automated counting device to be “run dry” every sixty days as
outlined in 18VAC110-20-355.

While technology supports the elimination of the “run dry” requarement, there is still a need to
consider safeguards to ensure expired or recalied drugs are not dispensed to a patient. Since
automated counting devices are used primarily for fast-moving products and the dispensing
mechanism closely resembles first in and first out, the probability of a tablet or capsule from a
particular lot number remaining in the cell after an extended period of time is extremely unlikely.
Thus, Kaiser Permanente would like to suggest the Board of Pharmacy consider instituting
regulations to require the emptying and disposal of all product in a cell in the event of a drug
recall where the involved lot number was placed into the cell within the previous three months.
BRased on informal survey of our automation systems, we firmly believe extending beyond a
three month time frame seems unreasonable and vunecessary. However, an exception to this
requirement should exist if the technology of the device can ensure drugs in a particular fot have
been cleared or if the cell has “run dry” since the addition of the lot number to avoid unnecessary
disposal and wastage of medications.

With the elimination of a “run dry” requirement, there remains a need to prevent accumulation of
drug residue that may affect the efficacy of the drugs or the accuracy of the dispensing. The need
to clean and calibrate each individual cell of an automated counting device is dependant upon the
type of medication placed into the cell, for example how powdery or dusty the roedication is, and
how often the cell is used to dispense medication. Manufacturers of modern automated counting
devices typically recommend periodic maintenance. In addition, our systems are programmed to
alert the user when a particular cell requires cleaning due to medication dust or frequency of use.
Thus, Kaiser Permanente would like to suggest the Board of Phanmacy consider including a
provision to require the cleaning and maintenance of antomated counting devices according to
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manufacturer guidelines and specifications to alleviate concerns about drug residue affecting
functionality and quality assurance.

To protect the safety and efficacy of the drugs dispensed to patients in a manner that is
reasonable and the least burdensome to phamnacies that use such devices, Kaiser Permanente
would like to suggest the language in 18VAC110-20-355(C) be amended as follows:

C. Pharmacies using outomated counting devices or dispensers in which drugs are
removed from manufacturer's original packaging and placed in bulk bins shall comply

with the following requirements:

1. A bin filling record shall be maintained, manually or in a computerized record for a
period of one year from the date of filling from which information can be readily retrieved,
Jor each bin including:

a. The drug name and strength, if any;

b. The name of the manufacturer or distributor;

¢. Manufacturer's control or lot number(s) and expiration date for all lots placed

into the bin at the time of filling;

d. Any assigned lot number;

e. An expiration date determined according to USP guidelines for repackaging;

[ The date of filling; and

g The pharmacist's initials verifying the accuracy of the process.

2. If more than one lot is added 1o a bin at the same time, the lot which expires first shall be
used to defermine the expiration date if shorter than a calculated date based on USP

guidelines.

3. Each bin shall be labeled in such a manner as to cross-reference the information on the
Silling record with the correct expiration date.

4. If only one lot is added to a bin at one time, but a subsequent lot may be added before the
first has cleared, the automated device shall be constructed 1o reasonably dispense the first

lot before the second lot is dispensed- AND the expiration date on the bin's label shail
reflect the expiration date assigried to the earlier lot—end-the-binshail-be-sllowedto-"run
5. IN THE EVENT OF A DRUG RECALL XINVOLVING ONE OF MULTIPLE
LOTS PLACED IN A BIN OF AN AUTOMATED COUNTING DEVICE IN THE
LAST THREE MONTHS, ALL DRUGS SHALL BE REMOCVED FROM THE BIN

AND NOT USED FOR PATIENT CARE. THE REMOVAL OF DRUGS FROM

THE BIN IS NOT REQUIRED IF:
A. THE TECHNOLOGY OF THE AUTOMATED COUNTING DEVICE

CAN ENSURE DRUGS IN A PARTICULAR LOT HAVE BEEN CLEARED;
OR
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B. THE BIN HAS BEEN “RUN DRY” SINCE THE ADDITION OF THE
RECALLED LOT NUMBER WHERE ALL PRODUCT WAS
COMPLETELY REMOVED PRIOR TO FILLING WITH A SUBSEQUENT
LOT NUMBER.

6. AN AUTOMATED COUNTING DEVICE SHALL BE CLEANED AND
MAINTAINED ACCORDING TO RECOMMENDED MANUFACTURER
GUIDELINES AND SPECIFICATIONS.

Kaiser Permanente appreciates the willingness of the Virginia Board of Pharmacy to recognize
technological advances within the profession of pharmacy, and to work with stakeholders to
determine a means of increasing efficiency while protecting the safety of our patients. It is
important that as technology advances to increase efficiencies and patient safety, barriers are not
in place that make it more difficult to use automation, potentially causing stakeholders to resort
to manual processes which are less burdensome but also have less tracking functionality and
safety mechanisms in place.

Thank you again for the opportunity to offer remarks on the proposed revisions to the “run dry”
requirement in 18VAC110-20-355, Should you have any questions, please do not hesitate to
contact us.

Sincerely,

Alan Friedman, BPh . Soumi Saha, PharmD, ID

Regulatory, Quality and Professional Government Relations and Regulatory
Affairs Manager Affairs Coordinator

Office — 301-816-5654 Office — 301-816-5885
alan.friedman@kp.org sourni.s.saba@kp.org

cc: Caroline D. Juran, Executive Director, Virginia Board of Pharmacy
Knstin Bear, Senior Legal Counsel, Kaiser Permanente
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DRAFT Proposed Amendments

BOARD OF PHARMACY

Change to run-dry requirement for automated counting devices

18VAC110-20-355. Pharmacy repackaging of drug; records required; labeling

requirements,

A. Pharmacies in which bulk reconstitution of injectable, bulk compounding or the
repackaging or prepackaging of drugs is performed shall maintain adequate control records for
a period of one year or until the expiration, whichever is greater. The records shall show the
name of the drug(s) used; strength, if any; date repackaged; quantity prepared; initials of the
pharmacist verifying the process; the assigned lot or control number; the manufacturer's or

distributor's name and ot or contro! number; and an expiration date.

B. The drug name; strength, if any; the assigned lot or control number or the manufacturer's
or distributor's name and lot or control number; and an appropriate expiration date determined
by the pharmacist in accordance with USP guidelines shall appear on any subsequently

repackaged or reconstituted units.

C. Pharmacies using automated counting devices or dispensers in which drugs are removed
from manufacturer's original packaging and placed in bulk bins shall comply with the following

requirements:

1. A bin filling record shall be maintained, manually or in a computerized record for a
period of one year from date of filling from which information can be readily retrieved, for

each bin including:

a. The drug name and strength, if any;




b. The name of the manufacturer or distributor;

¢. Manufacturer's control or lot number(s) and expiration date for all lots placed into

the bin at the time of filling;

d. Any assigned lot number,

e. An expiration date determined according to USP guidelines for repackaging;
f. The date of filling; and

g. The pharmacist'.s initials verifying the accuracy of the process.

2. If more than one lot is added to a bin at the same time, the lot which expires first shall
be used to determine the expiration date if shorter than a calculated date based on USP

guidelines.

3. Each bin shall be labeled in such a manner as to cross-reference the information on

the filling record with the correct expiration date.

4. If only one lot is added to a bin at one time, but a subsequent lot may be added before

the first has cleared, the automated device shall be constructed to reasonably dispense

the first lof before the second lot is dispensed; and the expiration date on the bin's label

shall reflect the expiration date assigned to the earlier lot;-and-the bin-shall-be-allowed-to

5. In the event of a drug recall involving one of multiple lots placed in a bin of an

automated counting device in the last three months. all drugs shall be removed from the

a. The technology of the automated counting device can ensure drugs in a particular

lot have been cleared: or




b. The bin has been “run dry” since the addition of the recalled lot number in which

all drugs were completely removed prior to filling with a subsequent lot number.

6. An automated counting device shall be cleaned and maintained in accordance with

recommended manufacturer guidelines and specifications.

D. A pharmacy may return a dispensed drug to stock for redispensing that has never left the
pharmacy premises or the control of the pharmacy delivery agent pursuant to § 54.1-3411.1 A 3

of the Code of Virginia under the following conditions:

1. An expiration date shall be placed on the label prior to returning the drug to stock. In
the absence of stability data to the contrary, the date on the labe! may not exceed the
expiration date on the manufacturer's container or one year from the date the drug was

originally dispensed and placed in the prescription vial, whichever date is earlier,

2. The restocked drug shall be used to fill the next prescription received for that product.
In the event that the drug is not dispensed prior to the new assigned expiration date, it
shall be removed from working stock as expired, and disposed of in accordance with

18VAC110-20-210.

3. If there is no lot number on the label of a drug returned to stock or on the prescription
records that can be cross-referenced from the prescription label, the drug shall be
removed from stock upon any recall of that drug product and returned to the

manufacturer or otherwise disposed of in accordance with 18VAC110-20-210.
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VIRGINIA BOARD OF HEALTH PROFESSIONS
VIRGINIA DEPARTMENTOF HEALTH PROFESSIONS

STUDPY WORKPLAN DRAFT

Review of Potential Pharmacist and Pharmacy Technician Scope of Practice Barriers
to the Development of Effective Team Approaches to Healthcare Delivery in Virginia

May 8, 2012
Background and Authority

At the February 15, 2011 meeting of the Virginia Board of Health Professions, the
Secretary of Health and Human Resources requested the Board’s assistance in addressing
Virginia’s health reform issues. The Secretary’s request followed the publication in
December 2010 of the Virginia Health Reform Initiative Advisory Council’s (VHRI) latest
findings and recommendations. '

Led by Secretary Hazel and commissioned in August of 2010 by Governor Robert F.
MecDonnell, VHRI’s charge is to develop recommendations for implementing health reform
in Virginia and to search for innovative solutions to meet Virginia’s needs in 2011 and
beyond. To date, six VHRI task forces have been formed to address the following key
interrelated issues: Medicaid Reform, Service Delivery and Payment Reform, Technology,
Insurance Reform, Purchaser Perspectives, and, of greatest relevance to the Department
and Board, Capacity.

The Capacity Task Force noted in the December VHRI report that health workforce
capacity must be increased to ensure all Virginian’s have access to affordable and high
quality care. Even now before increased coverage from federal health reform takes effect,
there are many medical, dental, and mental health underserved areas throughout across the
state. And, looming shortages are predicted for most health service providers due to
increases in Virginia’s population size and age, alone. With increase coverage slated to go
into effect in 2014, the gap between supply and demand can be expected to only worsen
without help.

The Capacity Task Force viewed that effective capacity could be reached with increases in
health professional supply, expanded use of technology to reach underserved areas,
optimizing efforts to re-organize health care delivery through teams that effectively deploy
non-physicians, and permitting health professionals to practice up to the evidence-based
limits of their education and training in ways not currently possible with existing scope of
practice and supervisory restrictions. To inform these approaches, the Task Force further
recommended multi-dimensional studies which include reviews of promising team practice
approaches and examination of how current scope of practice limits may needlessly restrict
Virginia’s ability to take full advantage of best practice team models of care delivery.




The Board of Health Professions is authorized by the General Assembly with a variety of
powers and duties specified in §§54.1-2500, 54.1-2409.2, 54.1- 2410 ef seq., 54.1-2729 and
34.1-2730 et seq. of the Code of Virginia. Of greatest relevance here is §54.1-2510 (1), (7),
and (12) enable the Board to evaluate the need for coordination among health regulatory
boards, to advise on matters relating to the regulation or deregulation of health care
professions and occupations, and to examine scope of practice conflicts involving
professions and advise on the nature and degree of such conflicts.

Thus, the Board determined at its May 3, 2010 meeting that it can most effectively assist
VHRI and the Capacity Task Force by objectively examining the aforementioned current
scope of practice limits in light of the latest evidence-based policy research and available
data related to safety and effectiveness. With the assistance of member Boards and invited
input from experts and public and private stakeholders, this review will aim to identify
barriers to safe healthcare access and effective team practice that may exist due to current
scope of practice limits and will determine the changes, if any, that should be made to
scope of practice and regulatory policies to best enable effective team approaches for the
care of Virginia’s patients. The goal is not to replace physicians with non-physicians but to
lessen unnecessary restrictions to ease the burden on practitioners and better ensure access
to healthcare through strengthened health professional teams.

The Board referred the project to the Regulatory Research Committee and directed that the
first review address scope of practice issues in Virginia relating to Nurse Practitioners and
this second study to focus on Pharmacists and Pharmacy Technicians. All reviews are to
consider scope of practice issues in the perspective of their potential role in team health
care delivery models that have evidence of effectiveness in helping to address workforce
shortage. Subsequent to this review, the Committee will determine future professions to be
highlighted based upon the evolving evidence related to effective team models and the
workforce research findings for professions under review by the DHP Healthcare
Workforce Data Center and Virginia Health Workforce Development Authority.

Methods

Throughout the review, it is understood that the Board will strive to work in concert with
the efforts of its member Boards, the VHRI Capacity Task Force, the Department’s
Healthcare Workforce Data Center, the Health Care Workforce Development Authority,
and others working to assist the Secretary in these matters.

In keeping with constitutional principles, Virginia statutes, and nationally recognized
research standards, the Board has developed a standard methodology to address key issues
of relevance in gauging the need for regulation of individual health professions. The
specifics are fully described in the Board’s Policies and Procedures for the Evaluation of
the Need to Regulaie Health Occupations and Professions, available from the Board's
website: http://'www.dhp.virginia.gov/bhp/bhp_guidelines.htm) under Guidance
Document 75-2 Appropriate Criteria in Determining the Need for Regulation of Any Health Care
Occupation or Professions, revised February 1998, (Hereinafler this is referred to as “the Policies
and Procedures”). The Policies and Procedures will be employed in this study and modified as
deemed appropriate by the Committee. It is understood that the Policies and Procedures’




seven evaluative criteria apply most directly to determining whether a profession should be
regulated and to what degree. But, they also provide a standard conceptual framework with
proscribed questions and research methods that have been employed for over two decades
to successfully address key policy issues related to health professional regulation The seven
Criteria typically used in sunrise review studies are as follows:

Risk of Harm to the Consumer
Specialized Skills and Training
Autonomous Practice

Scope of Practice

Economic Costs

Alternatives to Regulation
Least Restrictive Regulation

N RN

Since Pharmacists and Pharmacy Technicians are already licensed, the first five Criteria
will chiefty guide the study. This study will provide background information on the
qualifications and scopes of practice of Pharmacists and Pharmacy Technicians in Virginia
and elsewhere and on major existing and described emerging health delivery models.

The following provide the chief questions recommended to be addressed:
Background

1. What are the current qualifications that Virginia’s Pharmacists and Pharmacy
Technicians must demonstrate to become licensed? Do they differ from other
states?

a. What are the educational or training requirements for entry into each
profession? (sample curricula) Which programs are acceptable? How are
these programs accredited? By whom?

b. What are the minimal competencies (knowledge, skills, and abilities)
required for entry into the profession? As determined by whom?

¢. Which examinations are used to assess entry-level competency?

i. Who develops and administers the examination?
ii, What content domains are tested?
iil. Are the examinations psychometrically sound — in keeping with The
Standards for Educational and Psychological Testing?

2. How do Pharmacists and Pharmacy Technicians maintain continuing competency?
Does it differ in other states?

3. What is the Scope of Practice in Virginia for Pharmacists? For Pharmacy
Technicians? How does it differ from other states?

4. Describe existing team delivery models of care that utilize Pharmacists and
Pharmacy Technicians in Virginia and elsewhere.




5. Based upon the emerging literature, describe existing and anticipated team delivery
models that may evolve as a resuit of the federal health reform and the potential
role(s) for Pharmacists and Pharmacy Technicians in those models.

Risk of Harm to the Consumer

1. 'What are the typical functions performed and services provided by Pharmacists and
Pharmacy Technicians in Virginia and elsewhere?

2. Isthere evidence of harm from either Pharmacists or Pharmacy Technicians with
expanded scopes of practice relative to that in Virginia? If any,

a. To what can it be attributed (lack of knowledge, skills, characteristics of the
patients, etc)?

b. How is the evidence documented (Board discipline, malpractice cases,
criminal cases, other administrative disciplinary actions)?

¢. Characterize the type of harm (physical, emotional, mental, social, or
financial)

d. How does this compare with other, similar health professions, generally?

3. Deoes a potential for fraud exist because of the inability of the public to make
informed choice in selecting a competent practitioner?

4. Does a potential for fraud exist because of the inability for third party payors to
determine competency?

5. Isthe public seeking greater accountability of this group?

Specialized Skills and Training

NOTE: The following are in addition to the qualification-related questions previously
posed for the “Background” section of the evaluation.

1. Are there currently recognized or emerging specialties/levels within this profession?
a. If so what are they? How are they recognized? By whom and through what
mechanism?
b. Are they categorized according to function? Services performed?
Characteristics of clients/patients? Combination? Other?
c. How can the public differentiate among these specialties or levels?

Autonomous Practice
1. What is the nature of the judgments and decisions that Pharmacists and Pharmacy

Technicians currently entitled to make in practice in Virginia? Does this differ in
states with more expanded scope of practice? If so, how?




2. Which functions typically performed by Pharmacists and, separately, Pharmacy
Technicians in Virginia are unsupervised (i.e., neither directly monitored nor
routinely checked)?

a. What proportion of the practitioner’s time is spent in unsupervised activity?
b. Who is legally accountable or civilly liable for acts performed with no
supervision?

3. Which functions are performed only under supervision in Virginia?

a. s the supervision direct (i.e., the supervisor is on the premises and
responsible) or general (i.¢., the supervisor is responsible but not necessarily
on the premises?

b. How frequently is supervision provided? Where? And for what purpose?

¢. Who is legally accountable or civilly liable for acts performed under
supervision?

4. Describe the nature of supervision,
5. Describe the typical work settings, including supervisory arrangements and
interactions of the practitioner with other regulated and unregulated occupations

and professions.

6. Are patients/clients referred to these professions for care or other services? By
whom? Describe a typical referral mechanism.

7. Are patients/clients referred from these professions to other practitioners?
Describe a typical referral mechanism. How and on what basis are decisions made
to refer?

Scope of Practice

1. Which existing functions of this profession in Virginia are similar to those
performed by other professions? Which profession(s)?

2. What additional functions, if any, are performed by these professions in other
states?

3. Which functions of this profession are distinet from other similar health
professions in Virginia? Which profession(s)? In other states?
Economic Costs

1. What are the range and average incomes of members of each of these professions in
the Commonwealth? In adjoining states? Nationally?




If the data are available, what are the typical fees for service provided by these
professions in Virginia? In adjoining states? Nationalty?
Is there evidence that expanding the scope of practice would

a. Increase the cost for services?

b. Increase salaries for those employed by health delivery organizations?

¢. Restrict other professions in providing care?

d. Other deleterious economic effects?
Address issues related to supply and demand and distribution of resources including
discussion of insurance reimbursement.

The following steps are recommended for this review

1.

2.

10.

11.

Conduct a comprehensive review of the pertinent policy and professional literature.

Review and summarize available relevant empirical data as may be available from
pertinent research studies, malpractice insurance carriers, and other sources.

Review relevant federal and state laws, regulations and governmental policies.

Review other states’ relevant experiences with scope and practice expansion and
team approaches to care delivery.

Develop a report of research findings, to date, and solicit public comment on reports
and other insights through hearing and written comment period.

Publish second draft of the report with summary of public comments.

Bevelop final report with recommendations, including proposed legislative
language as deemed appropriate by the Committee..

Present final report and recommendations to the full Board for review and approval.
Forward to the Director for review and comment.

Upon approval from the Director forward to the Secretary for final review and
comment.

Prepare the final report for publication and electronic posting and dissemination to
interested parties,

Timetable and Resources

This study will be conducted with existing staff and within the budget for the remainder of
FY2012 and half of FY2013.




The following timeline is submitted for the Committee’s consideration:

May 8, 2012 Committee Review of Workplan and Progress to Date
July 13, 2012 1st Draft Report to Committee Members & Posted to the Website
July 23, 2012 Public Hearing/Committee Meeting

August 17, 2012 2™ Draft Report to Committee Members & Posted to the Website
September 17,2012 Committee Meeting/Recommendations

October 2, 2012 Committee Report to the Full Board/Final Recommendations
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Background

1. What are the current qualifications that Virginia’s Pharmacists must demonstrate
to become licensed? Do they differ from other states?

The qualifications for licensure as a pharmacist in the Commonwealth of Virginia are
outlined in the in the Code of Virginia and further defined in the Regulations Governing
the Practice of Pharmacy.'” In order to be cligible for licensure, applicants must be at
least 18 years and be in good moral character. A minimum of 1500 hours of practical
experience in the practice of pharmacy is required for licensure. To gain pharmacy
practical experience in Virginia, pharmacy students must first register with the board to
become a pharmacy intern. On and after June 1, 1964, the applicant must have graduated
from at least a five-year course of study with a Bachelor of Science degree in pharmacy
or a Doctorate of Pharmacy degree awarded from a school that meets the standards of the
Accreditation Council for Pharmaceutical Education. The applicant must achieve a
passing score as determined by the board on the licensure examination which is approved
by the board and which shall consist of an integrated examination of pharmacy practice,
pharmacology, pharmacy mathematics, and such other subjects as are necessary to assure
that the candidate possesses the necessary knowledge and skills to practice pharmacy.
The approved licensing examination is The North American Pharmacist Licensure
Examination™ (NAPLEX®).” An applicant must also achieve a passing score on a
board-approved examination assessing the knowledge of the federal and state laws
relevant to pharmacy practice. The board-approved law examination is the Virginia
Federal and State Drug Law Examination.” Once these requirements are met, applicants
may submit an application and fee to become licensed. Pharmacists must complete
continuing pharmacy education in approved programs for each annual renewal of
licensure.

The qualifications for licensure as a pharmacist vary among states. For example,
states have different requirements for practical experience prior to applying for licensure.
While many states require a minimum of 1500 hours, certain states require more hours or
have more stringent requirements for the experience. The practical experience
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requirements for licensure in Pennsylvania include a maximum of 750 hours attained
from school of pharmacy internship experience.* Differences exist in examination
requirements for licensure among states. The specific examination assessing the
applicants’ law knowledge may be different. The Multistate Pharmacy Jurisprudence
Examination (MPJE™) is utilized by 47 states, but Virginia uses a contracted
administrator to administer its own psychometrically sound jurisprudence examination.
Other states that do not utilize MPJE as part of licensure requirements are Arkansas and
California.” Some states require examinations beyond the NAPLEX and law examination,
For example, some states such as West Virginia reqmre that pharmacists also pass The
Errors and Omissions examination for licensure.® Requirements for continuing education
and renewal of licenses also vary across states.

Pharmacists licensed in other states who wish to obtain licensure in Virginia must comply
with the same minimal educational and practical experience requirements as pharmacists
initially licensed in Virginia. Additionally, NABP serves as the clearinghouse for
identifying any disciplinary action taken by another state for the Virginia board to take
into consideration prior to issuance of the license.

Foreign graduates must also comply with obtaining the same number of years of
educational experience from a school that is equivalent to an ACPE-approved school. In
addition to obtaining the same number of hours of practical experience and passing the
NAPLEX and Virginia Federal and State Drug Law Exam, this person must also pass the
test of English as a foreign language and the Foreign Pharmacy Graduate Equivalency
Examination.

In two states, New Mexico and North Carolina, licensed pharmacists can seek advanced-
practice designations that broaden their scope of practice including and prescribing
privileges. To gain these designations, licensed pharmacists must have additional
qualifications and training. In order to be recognized as a Pharmacist Clinician in New
Mexico, one must be a licensed pharmacist who meets one of the following criteria; 60
hours of physical assessment training with either 9 months of clinical experience or
physician-supervised preceptorship of 150 hours and 300 patient contacts, plus passing of
a Board-approved examination; OR certification by the Indian Health Service Pharmacist
Practitioner Program with 600 patient contacts within the last 2 years and an affidavit
from a supervising physician.” The state of North Carolina has its own requirements for
the Clinical Pharmacist Practitioner designation. The pharmacist must be licensed to
practice pharmacy, have a collaborative practice agreement with a physician, and meet
one of the following criteria: a BS degree, five years experience, and completion of two
approved Certificate Programs; OR a PharmD degree, three years experience, and
completion of one approved Certificate Program; OR a Board of Pharmaceutical
Specialties (BPS) Certification or Geriatric Certification or completion of an ASHP
accredited residency program and two years clinical experience.”




a. What are the educational or training requirements for entry into this
profession? (sample curricula) Which programs are acceptable? How are
these programs accredited? By whom?

The accreditation of colleges and schools of pharmacy are under the purview of
the Accreditation Council for Pharmacy Education (ACPE). State boards of
pharmacy require that licensure applicants from the United States have graduated
from an accredited pharmacy degree program to be eligible to sit for the North
American Pharmacist Licensure Examination™ (NAPLEX®). ACPE is the
national agency for the accreditation of professional degree programs in pharmacy
and providers of continuing pharmacy education. ACPE was established in 1932
and in 1975 its scope of activity was broadened to include accreditation of
providers of continuing pharmacy education. ACPE is an autonomous and
independent agency whose Board of Directors is derived through the American
Association of Colleges of Pharmacy (AACP), the American Pharmacists
Association (APhA), the National Association of Boards of Pharmacy (NABP)
(three appointments each), and the American Council on Education (ACE) (one
appointment}.

After decades of debate, the transition to the Doctor of Pharmacy (PharmD) as the
sole professional practice degree for pharmacy in the United States was initiated
when ACPE adopted its Accreditation Standards and Guidelines for the
Professional Program in Pharmacy Leading to the Doctor of Pharmacy Degree
on June 14, 1997.° The implementation timeline for the new standards required
transition for the entering professional classes in academic year 2000-2001, and
the transition was completed in academic year 2004-2005 with the graduation of
the last student from an ACPE-accredited baccalaureate in pharmacy program.
Many pharmacy colleges and schools converted to the PharmD well in advance of
the implementation deadline, and all programs met the implementation timetable.
This dramatic action added an additional year to the entry-level curriculum and
established clinical/direct patient care as a foundational element of the practice.
Subsequently, the ACPE issued new standards in 2007 and 2011 that explicitly
address the curricular content of educational programs.

A joint publication by the American Pharmacists Association and American
Association of Colleges of Pharmacy highlights the strategies utilized by 18
schools and colleges of pharmacy to incorporate medication therapy management
(MTM) into the curriculum. The goal of including MTM in the curriculum is to
increase students’ knowledge and experiences, therefore empowering graduates
with the skills to develop and implement MTM services.'”

Sample curricula from the four pharmacy schools in Virginia can be found
in Appendix A,

A complete listing of all accredited colleges and schools of pharmacy can be
found at http://www.acpe-accredit.org/shared _info/programsSecure.asp. The pre-




requisites for acceptance into colleges and schools of pharmacy are variable
however there is a strong trend toward requirement that students have previously
earmned an undergraduate degree.

. What are the minimal competencies (knowledge, skills, and abilities)
required for entry into the profession? As determined by whom?

The minimum competencies required for entry into the profession are set by
ACPE. The ACPE standards and guidelines, taken together, ensure the
development of students who can contribute to the care of patients and to the
profession by practicing with competence and confidence in collaboration with
other health care providers. The revision has placed greater emphasis on the
desired scientific foundation and practice competencies, the manner in which
programs need to assess students’ achievement of the competencies, and the
importance of the development of the student as a professional and lifelong
learner. The standards focus on the development of students’ professional
knowledge, skills, attitudes, and values, as well as sound and reasoned judgment
and the highest level of ethical behavior.

The AACP Center for the Advancement of Pharmaceutical Education (CAPE)
published their CAPE Educational Outcomes in 1997 shortly after the ACPE
established the new doctor of pharmacy accreditation standards. These oulcomes
were intended to be the target toward which the evolving pharmacy curriculum
should be aimed. These outcomes, which were revised in 2004 and are articulated
in points 1-3 below, now serve as the minimal competencies that student
pharmacists must demonstrate in order to graduate from an ACPE accredited
college or school of pharmacy. The revised CAPE Educational Quicomes'
employ similar language to other competency/outcomes documents in the health
professions (e.g., Institute of Medicine, Accreditation Council for Graduate
Medical Education, Pharmacy’s Framework for Drug Therapy Management,
Medical School Objectives Project). The Outcomes include:

1. Provide pharmaceutical care in cooperation with patients, prescribers, and
other members of an inter-professional health care team based upon sound
therapeutic principles and evidence-based data, taking into account relevant
legal, ethical, social, economic, and professional issues, emerging
technologies, and evolving pharmaceutical, biomedical, sociobehavioral, and
clinical sciences that may impact therapeutic outcomes.

a. Provide patient-centered care.
1. Design, implement, monitor, evaluate, and adjust pharmaceutical
care plans that are patient-specific and evidence-based.
ii. Communicate and collaborate with prescribers, patients, care
givers, and other involved health care providers to engender a team
approach to patient care.




ti. Retrieve, analyze, and interpret the professional, lay, and
scientific literature to provide drug information to patients, their
families, and other involved health care providers.

iv. Cary out duties in accordance with legal, ethical, social,
economic, and professional guidelines.

v. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may impact patient-
specific therapeutic outcomes.

b. Provide population-based care.
i. Develop and implement population-specific, evidence-based
disease management programs and protocols based upon analysis
of epidemiologic and pharmacoeconomic data, medication use
criteria, medication use review, and risk reduction strategies.
it. Communicate and collaborate with prescribers, population
members, care givers, and other involved health care providers to
engender a team approach to patient care.
ili. Retrieve, analyze, and interpret the professional, lay, and
scientific literature to provide drug information to other health care
providers and to the public.
tv. Carry out duties in accordance with legal, ethical, social,
economic, and professional guidelines.
v. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may impact
population-based, therapeutic outcomes.

2. Manage and use resources of the health care system, in cooperation with
patients, prescribers, other health care providers, and administrative and
supportive personnel, to promote health; to provide, assess, and coordinate
safe, accurate, and time-sensitive medication distribution; and to improve
therapeutic outcomes of medication use.

a. Manage human, physical, medical, informational, and technological
resources.

1. Apply relevant legal, ethical, social, economic, and professional
principles/issues to assure efficient, cost-effective utilization of
human, physical, medical, informational, and technological
resources in the provision of patient care.
ii. Communicate and collaborate with patients, prescribers, other
health care providers, and administrative and supportive personnel
to engender a team approach to assure efficient, cost-effective
utilization of human, physical, medical, informational, and
technological resources in the provision of patient care.
iii. Carry out duties in accordance with legal, ethical, social,
economic, and professional guidelines.




iv. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may impact
manpagement of human, physical, medical, informational, and
technological resources in the provision of patient care.

b. Manage medication use systems.
1. Apply patient and population-specific data, quality assurance
strategies, and research processes to assure that medication use
systems minimize drug misadventuring and optimize patient
outcomes.
H. Apply patient and population-specific data, quality assurance
strategies, and research processes to develop drug use and health
policy, and to design pharmacy benefits.
iii. Communicate and collaborate with prescribers, patients,
caregivers, other involved health care providers and administrative
and supportive personnel to identify and resolve medication use
problems.
iv. Carry out duties in accordance with legal, ethical, social,
economic, and professional guidelines.
v. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may impact
medication use systems, to develop use and health policy, and to
design pharmacy benefits.

3. Promote health improvement, wellness, and disease prevention in cooperation
with patients, communities, at-risk populations, and other members of an
interprofessional team of health care providers.

a. Assure the availability of effective, quality health and disease
prevention services,
i. Apply population-specific data, quality assurance strategies, and
research processes to develop identify and resolve public health
problems.
ii. Communicate and collaborate with prescribers, policy makers,
members of the community and other involved health care
providers and administrative and supportive personnel to identify
and resolve public health problems.
iit. Carry out duties in accordance with legal, ethical, social,
economic, and professional guidelines,
1v. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may affect the efficacy
or quality of disease prevention services to amend existing or
develop additional services.




b. Develop public health policy.
i. Apply population-specific data, quality assurance strategies, and
research processes to develop public health policy.
ii. Communicate and collaborate with prescribers, policy makers,
members of the community and other involved health care
providers and administrative and supportive personnel to develop
public policy.
iii. Carry out duties in accordance with legal, ethical, social,
economic, and professional guidelines.
iv. Maintain professional competence by identifying and analyzing
emerging issues, products, and services that may affect public
healih policy, to amend existing or develop additional policies.

€. Which examinations are used to assess entry-level competency?
i. Who develops and administers the examination?

The NAPLEX is issued by the National Association of Boards of
Pharmacy (NABP) and is utilized by the state Boards of Pharmacy as part
of their assessment of competence to practice pharmacy.'? Each state
requires applicants to pass the NAPLEX examination in order to obtain a
license to practice as a registered pharmacist. The purpose of the
NAPLEX is to determine whether or not it is safe for individuals to
practice as an entry-level pharmacist. The examination is a computer-
adaptive, competency-based examination. The examination is
administered by Pearson VUE,

The Commonwealth of Virginia utilizes the Virginia Federal and State
Drug Law Examination to test candidates’ knowledge of Federal Drug
Law and Virginia Pharmacy laws and regulations.'® The examination is
developed Virginia pharmacists under the direction of a contracted
psychometrician and administered by Iso-Quality Testing. The test
incorporates simulations of prescriptions, labels, and refill records to
evaluate a candidates’ ability to apply pharmacy laws in real-life
situations.

H. What content domains are tested?

The NAPLEX examination evaluates applicants’ ability to apply
knowledge learned in pharmacy school to real life sitnations. The
NAPLEX competency statements are a blueprint of the areas covered.'?
These competencies include: assess pharmacotherapy to assure safe and
effective therapeutic outcomes (56% of test), assess safe and accurate
preparation and dispensing of medications (33% of test), and assess,
recommend, and provide healthcare information that promotes public




health (11% of test). Further details on specific objectives are listed on the
complete NAPLEX Blueprint,

The Virginia Federal and State Drug Law Examination evaluates
applicants’ knowledge of federal and state laws with more emphasis on
state law." The areas applicants’ must be competent in include the laws
and regulations pertaining to licensing, registration, and inspection (24%
of test), ordering, receiving, and managing drug inventory (21%), review
of prescriptions (30% of test), and dispensing and distribution (25%).
Further details including specific behavioral objectives are in the study
guide posted on the Board of Pharmacy’s website.

iiil. Are the examinations psychometrically sound — in keeping with The
Standards for Educational and Psychological Testing?

Yes, the examinations required for licensure are psychometrically sound.

2. How do Pharmacists maintain continuing competency? Does it differ in other
states?

Pharmacists complete continuing pharmacy education (CPE) to maintain
competencies. The Accreditation Council for Pharmacy Education defines CPE for the
profession of pharmacy as a structured educational activity designed or intended to
support the continuing development of pharmacists and/or pharmacy technicians to
maintain and enhance their competence. CPE should promote problem-solving and
critical thinking and be applicable to the practice of pharmacy.'* The five core areas
pharmacists should develop and maintain proficiency in are delivering patient care,
working as part of interdisciplinary teams, practicing evidence-based medicine, focusing
on quality improvement, and using information technology. Pharmacists may complete
CPE sessions in three formats including live activities, home study, or activities that
contain both live and home study.

To be eligible for annual license renewal, pharmacists licensed in Virginia are
required to complete at least 15 contact hours of continuing pharmacy education.’

The CPE requirements differ in other states. States range from requiring 10 hours in a
year (New Jersey and New Mexico) to 20 hours in a year (Ohio). The majority of states
require 15 hours in a year, however 31 states require pharmacists to renew their license
every 2 years and 2 (New York and Ohio) are every 3 years. Certain states place
requirements on the number of live continuing pharmacy education courses whereas
others may specify required topic areas.

In the past, documenting and reporting of CPE has also varied across states. In
Virginia, pharmacists are required to attest to compliance with CPE requirements at the
time of annual license renewal. The Board of Pharmacy has the authority to conduct
audits to verify compliance. Pharmacists selected for an audit must submit original
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documents of completion to the board for review. Since auditing all licensed pharmacists
is not practical and the current self-reporting system is subject to fraud, boards of
pharmacy needed an improved system for assessing CPE compliance. Recently, NABP
and ACPE created the CPE Monitor, an electronic system for tracking CPE credits for
pharmacists and technicians. This will improve CPE reporting and compliance
verification, '

CPE requirements also differ in states with advanced-practice designations for
pharmacists, such as the Clinical Pharmacist Practitioner (CPP) in North Carolina
and the Pharmacist Clinician in New Mexico. Similar to the additional training and
requirements to obtain these designations, additional continuing education is required.
North Carolina’s CPE requirement for licensed pharmacists is 15 hours of CPE annually,
however the requirement for Clinical Pharmacist Practitioners is 35 hours annually.>'%
Similarly, Pharmacist Clinicians must complete 20 additional hours of CPE beyond those
required in New Mexico law.”

. What is the Pharmacist Scope of Practice in Virginia? How does it differ from other
states?

The scope of pharmacy practice in Virginia and elsewhere encompasses functions that
serve to improve public health through the safe and effective use of medications, and as
such involves almost every aspect of the medication use process. Traditionally,
pharmacist roles revolved mainly around the medication product: processing
prescriptions or drug orders, preparing the pharmaceutical product, and dispensing or
delivering the medication or device. Increasingly, pharmacist roles also encompass
clinical and cognitive services that help promote safe and appropriate medication use.
Pharmacists are responsible for assessing the appropriateness of prescribed therapies,
ensuring patient understanding and adherence to treatment plans through counseling and
education, monitoring and reporting patient outcomes, and preventing drug-related
problems and adverse effects.!”

In many settings across Virginia, including hospitals and health systems, pharmacists are
responsible for managing medication use within the system, working with physicians and
other health professionals to ensure optimal pharmacotherapy for patients, and delivering
clinical services that promote wellness and disease prevention. These responsibilities are
increasingly being performed within interdisciplinary team-based models that promote
collaboration with other health care practitioners in acute care, primary care, and long-
term care settings.!

Additionally, many state boards (including Virginia) have taken steps to incorporate
expanded clinical services into the scope of practice for pharmacists by authorizing
Collaborative Drug Therapy Management (CDTM) through collaborative practice
arrangements with physicians, osteopaths, and podiatrists. In addition to the federal
pharmacy sector, 44 states have enacted legislation to support some form of
Collaberative Practice Agreements (CPAs) between physicians and pharmacists that




provide the opportunity for pharmacists to deliver high-level clinical services that extend
beyond the usual scope of pharmacists practice.'

Although Virginia has established regulations for the creation of collaborative practice
agreements, other states have been more progressive in expanding the scope of practice
for pharmacists. Several state Medicaid programs, including Washington, Wisconsin,
Mississippi, lowa, Tennessee, Arizona, Minnesota, South Dakota, Missouri, New
Mexico, and North Carolina had waivers approved to allow for contract pharmacist-
related compensation for clinical services. Pharmacists in these states are recognized as
providers and may be reimbursed for medication therapy management services.'® The
National Clinical Pharmacy Specialist (NCPS) program expanded the functions of Indian
Health Service pharmamsts by recognizing them as primary care providers with
prescriptive authorlty Similar expanded functions exist for Veterans Affairs
pharmacists.”! Currently, in both North Carolina and New Mexico, pharmacists may seek
advanced practice des1§nat1ons resulting in increased scope of practice including
prescribing authority.”® Since 1993, New Mexico pharmacists have the opportunity to
pursue additional training and earn the designation Pharmacist Clinician. Pharmacist
Clinicians may obtain personal DEA numbers and have prescriptive authority under a
supervising physician. In North Carolina, the Clinical Pharmacist Practitioner Act of
2000 established the designation Clinical Pharmacist Practitioners (CPP).* A CPP
provides disease therapy management and can initiate, modify, or substitute therapies
under a broad collaborative practice agreements.

Describe existing team delivery models of care that utilize Pharmacists in Virginia
and elsewhere.

In Virginia and other states, there are many avenues for pharmacists to practice within
team delivery models. In institutional settings, pharmacists often round in treatment
teams alongside physicians, nurses, dieticians, occupational therapists, and social workers
in areas like acute care, cardiology, oncology, emergency department, pediatrics,
psychiatry, critical care, and infectious disease. Pharmacists on these teams are
responsible for assessing patients’ medication regimens, evaluating laboratory values and
diagnostic results, making recommendations regarding appropriate pharmacotherapy, and
communicating information to other members of the team. Pharmacists in the acute
seiting also provide drug selection and dosing consultations, lead team-based antibiotic
stewardship programs, manage anticoagulation therapy, and perform medication
counseling services.”>* In the community setting, pharmacists provide care within the
teamn delivery model by communicating with physicians (via phone or electronically) to
discuss appropriate therapy, answer questions, and make recommendations as indicated.
Pharmacists are also active in providing imnunizations to patients for influenza,
preumococcal disease, meningococcal disease, hepatitis A and B, and herpes zoster
(shingles).

Team-based patient care is also the cornerstone of collaborative practice agreements

between physicians and pharmacists. Through this type of practice, pharmacists may
engage in collaborative medication therapy management and chronic disease
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management based on protocols agreed upon by the pharmacist and physician. Examples
of disease states that can be managed using this team-based approach include
hypertension, diabetes, hypercholesterolemia, asthma, anticoagulation, and pain.

There are numerous examples in the literature of collaborative practice arrangements and
team-based care models that have been successfully implemented in various settings
across the country. For example, in a study published in 2010, Carter, et al** evaluated
the effect of a physician-pharmacist collaborative model in community-based medical
offices on blood pressure (BP) control. The study demonstrated BP control in 63.9% of
patients in the collaborative practice (intervention) group compared to 29.9% of patients
in the control group (p<0.001), and a 55.4% increase in adherence to treatment guidelines
in the intervention group.

The effectiveness of group medical clinics (GMC) for managing patients with comorbid
diabetes and hy%)ertension was compared to usual care in a study conducted by Edelman
and colleagues.” This study was conducted in two Veterans Affairs Medical centers in
Durham, North Carolina and Richmond, Virginia. A “group medical clinic™ included
seven to eight patients managed by a care team that consisted of a primary care general
internist, a pharmacist, and a nurse or other certified diabetes educator. The visits,
conducted every two months, incladed various interactive educational sessions and the
development of individualized plans for medication or lifestyle management created by
the pharmacist and physician to improve diabetes control (reduction in HbA,¢) and blood
pressure. At the study conclusion, the mean systolic blood pressure decreased by 13.7
mm Hg in the GMC group and 6.4 mm Hg in the usual care group (P=0.011). Blood
pressure control was achieved in 22% of patients in the GMC group and 12% in the usual
care group [odds ratio [OR], 2.0 [CL, 1.0 to 4.2]. Diabetes control did not differ
significantly between the groups.?“5

Examples of team-based patient care models in Virginia have been described both in the
literature and through personal communication with participating pharmacists. In a study
published in 2011, Moczygemba, et al*® evaluated the effect of integrating a collaborative
medication therapy management model into medical and mental health clinics serving
homeless individuals. The study found that in the mental health clinic, pharmacists
identified an average of 2 drug-related problems per patient, while in the medical clinic
they identified an average of 5 per patient.”® The study also found that up to 89% of
pharmacist recommendations were accepted by providers and/or patients, indicating
successful integration of pharmacist services into the patient care model *®

Another example of a team-based delivery model in Virginia can be found at Buford
Road Pharmacy in Bon Air.”” While the pharmacy does perform a dispensing and
counseling role, there is a clinic located within the facility where pharmacists perform
and evaluate point of care measurements, including cholesterol, glucose, bone density,
blood pressure, and INR. Through protocols established as part of collaborative practice
agreements with physicians, pharmacists at Buford Road Pharmacy communicate these
measurements to the physicians and use them to make appropriate drug therapy
recommendations.
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As stated, there are many other studies that have evaluated these practice models and
have shown improved clinical outcomes for patients as a result of team-based care with
integration of pharmacists’ clinical services. A summary of some of these studies can be
found in Appendix B of the Report to the U.S. Surgeon General titled “Improving Patient
and Health System Qutcomes through Advanced Pharmacy Practice.”

. Based upon the emerging literature, describe existing and anticipated team delivery
models that may evolve as a result of the federal health reform and the potential
role(s) for Pharmacists in those models. {Vofe: This section conining commeniaryt

Pharmacists in progressive practices provide direct patient care in acute and chronic care
settings by employing chronic disease state management and medication therapy
management principles, which directly supports health reform by increasing patient
access to high quality affordable care. One of the most pressing issues with the U.S.
health system is that millions of patients do not have access to a healthcare provider,
regardless of insurance coverage. The increasing number of uninsured Americans since
the economic downturn of the last few years has added to this burden on the health
system. Rural areas have fewer doctors and thus health provision is limited more so than
in suburban and urban communities. Through the provision of chronic disease state
management on collaboration with physicians, pharmacists can use their skills and
expertise to expand patient access to care. In addition to improved health outcomes, the
inclusion of a pharmacist as one of the primary care team members would help to ease
the burden of too many patients and too few providers. A study in 2000 estimated that
approximately 275 million people visited pharmacies each week and thus pharmacists are
well posed to enhance patient access to care.”” Primary care physicians are overburdened,
and the aging of ‘baby-boomer’ generation will exacerbate this problem since it is
projected that by 2030, one in five Americans will be over the age of 65.°%!

Physician Shortages and Reduced physician burden.

Several reports have identified an shortage in primary care physicians.”****** The

American medical system is threatened by this severe shortage of primary care
physicians, which could lead to restricted access to health care.® Implementation of the
Affordable Care Act of 2010 will provide insurance to an additional 30 million
Americans in 2014 will not solve the problem of access to services in and of itself if there
are too few physicians. A recent and comprehensive report from the Association of
American Medical Colleges Center for Workforce Studies projected a physician shortage
of 85,000 to 200,000 by 2020, and a 38% increase in demand for general internists is
projected by the year 2020.%' These data indicate that if current physician utilization
patterns remain as they are, a physician shortage is imminent. If the relationship between
economic growth and physician demand holds true — the demand for physicians will
likely increase beyond what supply could possibly meet.

Atleast 12 states have already reported or projected physician shortages (AZ, CA, FL,

GA, KY, MA, MI, MS, NC, TX, OR, and WI).34 These findings suggest that physician
workforce alone will not be able to provide primary care to the burgeoning population of
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insured individuals in 2014 and beyond. Currently many health systems utilize non-
physician providers, such as physician assistants (PA) and nurse practitioners (NP), to
increase the productivity of physicians by assisting with patient care and directly
providing patient care under collaborative agreements. If given similar primary care roles
~ and additional ones such as focused chronic disease state management — the health
system can optimally utilize pharmacists to enhance access to care. Pharmacists who
have demonstrated their competence in disease management, allows them to serve as a
point of triage and referral to optimize the utilization of the health care system.*’

There are other benefits of involving a pharmacist in the primary care setting. In the UK,
it has been estimated that there are about 57 million primary care physician consultations
per year. About 51.4 million out of those are for minor ailments, many of which could be
handled by a pharmacist.®® A model similar to the UK's has been in place in the Indian
Health Service since the early 1970s and in Ontario, Canada for over 7 years. The
Integrating Family Medicine and Pharmacy to Advance Primary Care Therapeutics
(IMPACT) project involved the inclusion of a pharmacist into primary care office
practices in seven sites in Ontario.” Pharmacists provided comprehensive medication
assessments, and collaborated with the physician and other team members to resolve
identified drug therapy problems. The IMPACT project paved the way for the
development of multidisciplinary teams known as Family Health Teams that include a
full-time pharmacist member. As illustrated, pharmacists are increasingly providing
clinical services to supplement physician care through inter-professional practice
arrangements, and therefore pharmacists can directly affect health determinants outlined
in the Healthy People 2020 Action Model.*®

Support to Healthcare Reform.

The US healthcare system is poised to include expanded health coverage for millions, and
access to high quality primary care is paramount. Indeed there are many provisions in the
Affordable Care Act of 2010 that clearly delineate expanded roles for pharmacists who
are willing to enhance access to care as well as reduce the cost of care.*’ De Maeseneer et
al.* argued that primary care contributes to public health by improving access; however
they added that it also is through a contribution to social cohesion and empowerment of
people, so that they become less vulnerable. This only occurs when quality of care is
optimized. Accessibility without quality may even be dangerous. The pharmacy
profession is uniquely situated to contribute to our healthcare system’s changing needs.
Pharmacists have the clinical and pharmacological education, training, scope and support
from many providers of care and are in the best position of any health professional to
effectively address the changing needs of the healthcare system. The cost to the system to
implement this change is minimal as it is more a change in policy and perception than it
in fiscal resources.

Dramatic changes are needed to improve the U.S. health care system. The health reform
that we are now in the midst of implementing will need to use existing providers and
resources in order to achieve the goal of making health insurance more available,
affordable, and accessible to all. Professional organizations, academia, the health care
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industry, community and tertiary hospitals, and primary care practitioners must step to
the plate if the implementation of these new initiatives is to be successful. The U.S.
Surgeon General's endorsement of the PHS report “Improving Patient and Health System
Outcomes through Advanced Pharmacy Practice” addresses the many attributes that
pharmacists can contribute to health care reform and improve patient outcomes.* The
Surgeon General specifically calls for the following:

1. Health leadership and policy makers should further explore ways to optimize
the role of pharmacists to deliver a variety of patient-centered care and disease
prevention, in collaboration with physicians or as part of the healthcare team.
These collaborative pharmacy practice models can be implemented to manage
and prevent disease, improve health care delivery and address some of the
current demands on the health care system.

2. Utilization of pharmacists as an essential part of the healthcare team to
prevent and manage disease in collaboration with other clinicians can improve
quality, contain costs, and increase access to care.

3. Recognition of pharmacists as health care providers, clinicians and an
essential part of the health care team is appropriate given the level of care they
provide in many health care settings.

4. Compensation models, reflective of the range of care provided by
pharmacists, are needed to sustain these patient oriented, quality improvement
services. This may require further evolution of legislative or policy language
and additional payment reform considerations.

Well in line with the Surgeon General’s recommendations, a 2010 report of the Virginia
Health Reform Initiative (VHRI) Advisory Council supports the “team™ delivery model
to improve access to care for patients in Virginia.** The report states that pharmacists are
currently underutilized in the standard care model, despite their expertise in drug therapy.
It recommends that state scope of practice laws be updated to permit more health care
professionals, such as pharmacists, to practice to the evidence-based limit of their
training. By reorganizing into multidisciplinary teams, increasing the scope of more
health care professionals, utilizing information technology to extend care, and by
increasing the supply of health professionals the Commonwealth of Virginia will be
prepared to increase access to care for Virginians.

The recommendations of the VHRI report directly support the process outlined in the
2010 resource guide developed by the Patient-Centered Primary Care Collaborative
(PCPCC) for the establishment of a patient-centered medical home.* The guide explicitly
mentions that optimizing medication use is a critical component of achieving the vision
of patient-centered medical homes. The report goes on to discuss in detail the specific
procedures that should be incorporated into comprehensive medication management
services, including:

1. An assessment of the patient’s medication-related needs
2. ldentification of the patient’s medication-related problems

14




3. Development of a care plan with individualized therapy goals and
personalized interventions
4. Follow-up evaluation to determine actual patient outcomes

Pharmacists have the expertise and training to perform each of these functions and be the
key providers of medication management services. As outlined in the Surgeon General’s
letter, the VHRI report, and the PCPCC resource guide, pharmacists should be afforded
the opportunity to practice at the top of their scope to more effectively provide those
services and coordinate their efforts with all other members of the health care team.

The right thing to do now is to empower and compensate pharmacists providing the level
of care described in this report, and integrate them into patient-centered medical homes
and accountable care organmizations to benefit this nation’s health reform. This can only
come to fruition if those in decision-making positions acknowledge the value of these
services with appropriate policy and compensatory actions.
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Risk of Harm to the Consumer

1. What are the typical functions performed and services provided by Pharmacists in
Virginia and elsewhere?

Pharmacists in Virginia and elsewhere are charged with improving public health through
the safe and effective use of medications, and as such are involved in almost every aspect
of the medication use process. Traditionally, pharmacist roles revolved mainly around the
medication product: processing prescriptions or drug orders, preparing the
pharmaceutical product, and dispensing or delivering the medication or device.
Increasingly, pharmacist roles also encompass clinical and cognitive services that help
promote safe and appropriate medication use. Pharmacists are responsible for assessing
the appropriateness of prescribed therapies, ensuring patient understanding and adherence
to treatment plans through counseling and education, monitoring and reporting patient
outcomes, and preventing drug-related problems and adverse effects.”

The Code of Virginia specifies in §54.1-3320 those acts and functions that are restricted
to and must be performed by a pharmacist.*® They include:

1. The review of a prescription, in conformance with the chapter and Chapter 34
(§ 54.1-3400 et seq.) of this title and with current practices in pharmacy, for its
completeness, validity, safety, and drug-therapy appropriateness, including, but
not limited to, interactions, contraindications, adverse effects, incorrect dosage or
duration of treatment, clinical misuse or abuse, and noncompliance and
duplication of therapy;

2. The receipt of an oral prescription from a practitioner or his authorized agent;
3. The conduct of a prospective drug review and counseling as required by § 54.1-
3319 prior to the dispensing or refilling of any prescription;

4. The provision of information to the public or to a practitioner concerning the
therapeutic value and use of drugs in the treatment and prevention of disease;

5. The communication with the prescriber, or the prescriber’s agent, involving any
modification other than refill authorization of a prescription or of any drug
therapy, resolution of any drug therapy problem, or the substitution of any drug
prescribed;

6. The verification of the accuracy of a completed prescription prior to dispensing
the prescription;

7. The supervision of pharmacy interns and pharmacy technicians; and

8. Any other activity required by regulation to be performed by a pharmacist.

In many settings across Virginia, including hospitals and health systems, pharmacists are
also responsible for managing medication use within the system, working with physicians
and other health professionals to ensure optimal pharmacotherapy for patients, and
delivering clinical services that promote wellness and disease prevention. These
responsibilities are increasingly being performed within interdisciplinary team-based
models that promote collaboration with other health care practitioners in acute care,
primary care, and long-term care scttings.'’
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Additionally, many state boards (including Virginia) have taken steps to incorporate
expanded clinical services into the scope of practice for pharmacists by authorizing
Collaborative Drug Therapy Management (CDTM) through collaborative practice
arrangements with physicians, osteopaths, and podiatrists. In addition to the federal
pharmacy sector, 44 states have enacted legislation to support some form of
Collaborative Practice Agreements (CPAs) between physicians and pharmacists that
provide the opportunity for pharmacists to deliver high-level clinical services that extend
beyond the usual scope of pharmacists practice.'® [NOTE: Same findings in 2012 Survey
of Pharmacy Law.]

Is there evidence of harm from Pharmacists with expanded scopes of practice
relative to that in Virginia? {NOTE: Committes to determine if e-mail survey of all the
states’ boards of pharmacy is in order.]

No, there is not currently any evidence to suggest harm from pharmacists with expanded
scopes of practice as compared to pharmacists with more traditional scopes of practice in
Virginia or elsewhere.

One systematic review of 36 published studies evaluating interventions by clinical
pharmacists in hospitalized adults found no interventions that led to worse clinical
outcomes or increased risk of harm to patients.*’ Additionally, personal correspondence
with a representative from Pharmacists Mutual Insurance Company revealed no
documented claims over the last 15 years that were related to the initiation or
modification of therapy by a pharmacist working under a collaborative practice
agrc-:e:mrs:nt.48

a. If any, to what can it be attributed (lack of knowledge, skills, characteristics
of the patients, etc)?

There is currently no evidence to suggest increased risk of harm from pharmacists
with expanded scopes of practice relative to other pharmacists in Virginia.
Therefore, there is no information to suggest potential contributing factors such as
lack of knowledge or others.

b. How is the evidence documented (Board discipline, malpractice cases,
criminal cases, other administrative disciplinary actions)?

While there is currently nno evidence to suggest harm to patients, such evidence
could potentially be obtained by contacting Boards of Pharmacy for information
regarding complaints or disciplinary action taken against pharmacists with
expanded scopes of practice. The National Practitioner Data Bank (NPDB) and
Healthcare Integrity and Protection Data Bank (HIPDB) house information on all
malpractice payments paid on behalf of practitioners in the US and could serve as
additional sources of evidence for harm. The Institute for Safe Medication
Practices (ISMP) does not currently have documented evidence of harm related to
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expanded scopes of practice for pharmacists but may serve as a potential source if
such evidence were documented in the future.

¢. Characterize the type of harm (physical, emotional, mental, social, or
financial).

As with any other field in health care, the scope of harm that a pharmacist could
potentially inflict on a patient would encompass physical, emotional, mental,
social, and/or financial harm. There is no evidence to suggest that the type of
harm would be any different between pharmacists with expanded scopes of
practice and pharmacists with traditional roles.

d. How does this compare with other, similar health professions, generally?

The potential for such harm from a pharmacist with an expanded scope of practice
is not expected to be any different from that of physicians or other practitioners
who provide clinical services in primary care and other settings.

3. Does a potential for fraud exist because of the inability of the public to make
informed choice in selecting a competent practitioner?

There should be no potential for fraud in the ability of the public to choose a competent
pharmacist who can perform the functions outlined within the scope of practice for a
pharmacist. The licensing process of each state Board of Pharmacy ensures that all
pharmacists have achieved a standard level of education and competence required for
general practice. {(Details of the licensure process are found in an earlier section of this
document.)

Pharmacists who have entered into collaborative practice agreements and thereby
expanded their scope of practice currently do not receive any state
recognition/identification of the new responsibilities and activities involving direct
patient care that they have taken on. Thus there may exist a potential for pharmacists who
have not been authorized through their becoming a party to a collaborative practice
agreement to represent themselves to the public fraudulently. In part to prevent this and
to define through regulation pharmacists who have demonstrated competency in direct
patient care, several states —namely, North Carolina and New Mexico — have taken
progressive measures to ensure that there is an adequate credentialing process in place
that may alert patients and other practitioners to the qualifications and competence of a
pharmacist providing direct patient care clinical services.

In the mid-1990s, the State of New Mexico Board of Pharmacy and Medical Examiners
pioneered a program that developed an advanced practice license designated as a
Pharmacist Clinician (Ph.C).* In order to be recognized as a Pharmacist Clinician, one
must be a licensed pharmacist who meets specifically outlined criteria, which are detailed
in the Background section of this document. These specific requirements ensure that only
pharmacists with adequate experience who have demonstrated their competency may be
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designated with a Ph.C. license and may provide expanded clinical services. Since July
2000, a similar credentialing process has existed in North Carolina, where a pharmacist
may apply to become a clinical pharmacist practitioner (CPP) so long as he/she meets the
criteria spemﬁed by the state (also detailed in the Background section of this
document)

At the federal level, a pharmacist practicing within the Indian Health Service (IHS) or
Bureau of Prisons (BOP) may be recognized by the National Clinical Pharmacy
Specialist (NCPS) Program as someone who has met the qualifications necessary for the
provision of high-level care.”® This program, established in 1997, ensures uniform
clinical competency and recognizes advanced scopes of practice for Public Health
Service (PHS) pharmacists through the establishment of credentialing standards and
adequate training and education programs for clinical pharmacists.

These certification and credentialing processes serve as a way to not only recognize
pharmacists who practice in advanced clinical scopes, but also to ensure that the public
has a means to identify those pharmacists who are authorized to provide clinical services,
In this way, patients can feel confident in their ability to choose competent practitioners
without the potential for fraud in that decision.

. Does a potential for fraud exist because of the inability for third party payors to
determine competency?

As stated above, there should be no potential for fraud in the ability of third party payors
to determine competency of pharmacists practicing within a traditional scope due to the
licensing process required by each State Board. In the determination of competency for
pharmacists who practice within expanded scopes, some state Medicaid programs have
specified credentials or qualifications necessary for pharmacists to be recognized as
billable providers. In this way, the Centers for Medicare and Medicaid Services (CMS)
and other third party payors who follow CMS payment structures can assure that only
qualified pharmacists are compensated for clinical services, thus decreasing the potential
for fraudulent reimbursement. For example, in New Mexico, Pharmacist Clinicians can
apply to become Medxcaud providers eligible for reimbursement based on the level of
service provided.”® Additional examples of Medicaid programs that provide
compensation based on cognitive services by pharmacists exist in Washington,
Wisconsin, Mississippi, lowa, Tennessee, Arizona, Minnesota, South Dakota, Missouri,
New Mexico, and North Carolina.'®*® To date there is no evidence to suggest there have
been problems with the ability of those Medicaid programs to determine competency of
the pharmacists they choose to reimburse for clinical services.

. Is the public seeking greater accountability of this group?
In general, there is no evidence to suggest the public is seeking greater accountability of
pharmacists with or without expanded scopes of practice compared to any other health

professional group. Pharmacists have historically been and are consistently ranked among
the most trusted professions in public opinion polls. In the most recent Gallup poll on the
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honesty and ethics of various professions, pharmacists ranked 2™ behind nurses as the
professionals with the highest level of honesty and ethical standards.™
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Specialized Skills and Training

I

Are there currently recognized or emerging specialties/levels within this profession?

Yes. There are many recognized specialties within the profession.

INGOTE: DHP Healtheare Workforce Data Center’s /u’qsma s Licensed Pharmacisi
Workforce: 2011 revort prov r:j.es information obtained direct ‘x frem Virginia’s on
edueation, post-greduste credentials, pcs&g-,ndkm& residency toand 2, spec "“%’ board
certificetions, and other gon-board certifications. A copy of this u.\,mr%” ig being available
on the Board of Health Professions” websiie ‘www.dhp.vnmma.gov/bhp for .Kufemme for
this study.]

gﬂ"sd_

In the 1960s clinical pharmacy began to emerge as a specialty within the profession.
Several schools of pharmacy outside of the innovator programs in California began to
offer two-year post-baccalaureate doctor of pharmacy degree programs in the 1970s.
Over the subsequent 20 years these programs grew to represent career options for almost
30% of all graduating pharmacists. One of the goals of transitioning the entry level
educational requirements of all schools and states in the 1990s from a bachelor's degree
to the Doctor of Pharmacy degree as the sole entry-level degree was to increase clinical
training for students to better prepare them for direct patient care practice.”’ The
curriculum includes didactic and introductory and advanced experiential education in a
variety of areas such as direct patient care, systems management, and public health.!!"!”
The professional competencies and educational outcomes achieved through completion
ofa Doctor of Pharmacy degree prepares graduates to enter pharmacy practice in any
setting.’ Beyond the requirements for a degree and licensure, pharmacists can voluntarily
pursue post-licensure experiences and certification to develop specialized skill sets and
further knowledge. Since the practice of pharmacy occurs in different settings and
pharmacists have differences in training and certification, many specialties have emerged
within the profession.

The structure for the recognition of specialties within the profession has been in place for
over 30 years. The Board of Pharmaceutical Specialties (BPS) was established in 1976 as
an independent certification agency of the American Pharmacists Association.’! The first
specialty certifications developed by BPS were nuclear pharmacy (1978), nutrition
support (1988), and pharmacotherapy (1988). There are also several independent
multidisciplinary organizations that have recognized pharmacist as specialists as well.

Emerging specialties have been recognized by the ACCP with the creation of Practice
and Research Networks (PRNs) of which there are currently 22 networks.” The
formation of PRNS is predicated on the submission of endorsement by 50 plus individuals
who practice within the given area. In several cases the creation of PRNs preceded the
establishment of a BPS recognized specialty (Table 1). Several pharmacists have also
been recognized as fellows in specialty medical societies such as American College of
Clinical Pharmacology, American Society of Nephrology, and Society for Critical Care
Medicine.
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Table 1. ACCP Practice and Research Networks
Practice and Research Networks (PRNs) Year Established

 Medi

Ambulatory Care ' 1992 o100

1

. Ce;ﬁtra} Nervous System
Critical Care 1992 1034

L)

Education and Training

iatrics
Women's Health
*Membership as of 2008 from accp.com individual PRN History document

a. If so what are they? How are they recognized? By whom and through what
mechanism?

There are a variety of options for post-licensure education and training, which
allows pharmacists to qualify for advanced practice positions or begin to
specialize in specific practice areas. Pharmacists can obtain on-the-job training,
opt to prepare for competency-based examinations, or partake in training
programs.'’ There are certificate programs, specialty residency programs,
certification programs, and finally board certification.

Certificate programs also known as practice-based continuing pharmacy

education activities are available for pharmacists to gain additional competencies.
These activities are a combination of didactic instruction and a practice
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experience, which allows the pharmacist to evaluate the acquired skills.*?
Examples of certificate training programs for pharmacists include pharmacy-
based immunization delivery, pharmaceutical care for patients with diabetes,
pharmacy-based lipid management, and medication therapy management services
developed by the American Pharmacists Association.”

Pharmacy residency programs are post-licensure training programs designed
for pharmacists to accelerate growth beyond entry-level competencies while
remaining under the supervision of more experienced practitioners.”® Specifically,
a postgraduate year one pharmacy residency (PGY1) expands the general
competencies in managing medication-use systems and supports optimal
medication therapy outcomes in patients with a variety of disease states.”’ PGY1
residency experiences can occur in a variety of settings as long as residents meet
the core required outcomes established by the American Society of Health-System
Pharmacists (ASHP). Some pharmacists will choose to continue on to a
postgraduate year two pharmacy residency program. PGY?2 residency programs
increase residents’ depth of knowledge, skills, and level of expertise of
medication management and clinical leadership in a specialized area of practice.”
A PGY2 program prepares residents for board certification if available in the
focused practice area. Some of the specialty areas where PGY2 residencies exist
include critical care, oncology, health-system pharmacy administration,
pediatrics, and other settings or patient populations. ASHP is responsible for
accreditation of residency programs. The ASHP Commission on Credentialing
develops the standards for residency programs. Completion of residency programs
provides pharmacists with the training and experience to obtain advanced
positions in direct patient care and team based care.

There are multiple pharmacist-specific certification opportunities. Certified
Geriatric Pharmacists are pharmacists who have met the requirements and passed
an examination demonstrating advanced competencies to provide care for the
geriatric population.’® Compounding pharmacy is another specialty area of
pharmacy. Currently, compounding pharmacists can gain recognition by
International Academy of Compounding Pharmacists.”’

Pharmacists can pursue board certification and earn other credentials that
designate increased competencies in specialty areas. These credentials may be
specific to pharmacists or multidisciplinary. The Board of Pharmacy Specialties
(BPS) was established in response to the expanding roles for pharmacists in
specialized areas and need for a process to identify and evaluate the knowledge
and skill sets.”! Currently, BPS recognizes six specialties: ambulatory care
pharmacy, nuclear pharmacy, nutrition support pharmacy, oncology pharmacy,
pharmacotherapy, and psychiatric pharmacy. Board certification in these specialty
areas occurs after passing a psychometrically sound examination. Each specialty
area has its own eligibility requirements and examination content outlines
describing the domains, tasks, and knowledge statements. Content outlines are
validated and examinations are psychometrically sound and legally defensible.
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Individual pharmacists who are board certified practitioners can attain board
approved additional qualifications that designate advanced knowledge and skill in
a focused area within the BPS recognized specialty. For example, a board
certified pharmacotherapy specialist can obtain added qualifications in infectious
disease or cardiology. Each specialty maintains its own recertification processes.
The figure below depicts the number of pharmacists certified by BPS from 2002
to 2010.°" The ambulatory care examination was first held in 201 1, therefore, it is
not represented in this figure.

Pharmacists Certified by the Board of Pharmaceutical Specialties *
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“Asg reported by BPS, February 2011

Beyond pharmacy-specific certification, pharmacists can participate in
multidisciplinary certification programs.™ Listed below are the credentials
pharmacists may earn and the credentialing body in parentheses.
¢ Certified Anticoagulation Care Provider (National Certification Board for
Anticoagulation Providers)
e Certified Asthma Educator (National Asthma Educator Certification
Board)
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s Accredited in Clinical Pharmacology (American Board of Clinical

Pharmacology)

¢ Certified Diabetes Educator (National Certification Board for Diabetes
Educators)

¢ Board Certified-Advanced Diabetes Management (American Nurses
Credentialing Center)

Clinical Lipid Specialist (Accreditation Council for Clinical Lipidology)
Certified Nutrition Support Clinician (National Board of Nutrition Support
Certification)

e Certified Pain Educator (American Society of Pain Educators)

e Credentialed Pain Practitioner (American Academy of Pain Management)

o Certified Specialist in Poison Information {American Association of
Poison Contro! Centers)

o Diplomat of the American Board of Applied Toxicology (American Board
of Applied Toxicology)

» Advanced Cardiac Life Support (American Heart Association)

» Pediatric Advanced Life support (American Heart Association)

b. Are they categorized according to function? Services performed?
Characteristics of clients/patients? Combination? Other?

The pharmacy specialties can be categorized based on the functions or services
provided, as well as the characteristics of the patient population. For example
nuclear pharmacists are responsible for the preparation and dispensing of
radicactive drugs for use in the diagnosis and treatment of diseases.'” Another
pharmacy specialty defined by its function is compounding pharmacy. Sometimes
commercially manufactured medications are not acceptable for a specific patient
or completely unavailable. Compounding pharmacists can prepare a product
tailored to the specific needs of patients.

Some pharmacy specialties can be categorized by the service performed. For
example, pharmacists provide medication therapy management services to
optimize therapeutic outcomes for patients. Other specialty pharmacy areas
defined by the services provided include drug information and immunizations,

The most conumon categories are specialty practice areas based on disease states
or patient population. The pharmacists’ role in all settings included ensuring safe
and appropriate therapy and outcomes, but the differences occur in the practice
areas. For example, pediatric pharmacists and geriatric pharmacists specialize in
specific patient populations. Other pharmacists specialize in specific practice
areas such as psychiatry or oncology.

c. How can the public differentiate among these specialties or levels?

Traditionally, the public is most familiar with the comumunity pharmacist who
evaluates, fills, dispenses, and counsels the patient on a drug product prescribed
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by their doctor or dentist. The roles of community pharmacists are expanding to
include providing immunizations, blood pressure assessment, hemoglobin Alc
assessment, cholesterol assessment, and medication therapy management as well
as disease state management services. The patient may realize those in the
profession who have this specialty in part when they are referred by their doctor
or through advertisements in the media. Thus the public may be able to
differentiate pharmacists who have earned specialty status based on the functions
and services provided as well as the specialty credentials they have earned. For
example, patients may seek out a compounding pharmacist for the preparation of
a specialized product specific to their needs.

The public does not routinely come in contact with pharmacists who practice in
specialty settings such as family practice clinics or as members of
interdisciplinary teams in health systems. However; in other health professions,
the public has no problem differentiating among specialties. For example, a
patient does not question a referral to physical therapists or endocrinologists.
Therefore the public should not have difficulty differentiating among pharmacist
specialties.
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Autonomous Practice

1. What is the nature of the judgments and decisions that Pharmacists are currently
entitled to make in practice in Virginia? Does this differ in states with more
expanded scope of practice? If so, how?

a.

In assuring safe medication use?

Pharmacists in Virginia and elsewhere must use their clinical judgment, expertise
in pharmacotherapy, and evidence-based medicine to assure safe medication use
for all patients. When receiving a prescription or medication order, a pharmacist
must make an assessment regarding the validity of the prescription or order; the
patient’s need for the prescription and/or other therapies such as immunizations,
over the counter medications, etc.; the appropriateness of the indication, dose,
dosage form, frequency, and duration of therapy; and the potential for drug-drug,
drug-disease, drug-food, or other interactions. The pharmacist must then make
decisions regarding whether or not to fill the prescription or verify the order;
what, if any, generic substitution can be made; the level of counseling the patient
may need; what, if any, referrals may be indicated; and what parameters need to
be monitored to assess for safety and efficacy.

Many of the functions that are specifically outlined in § 54.1-3320 of the Code of
Virginia regarding acts to be performed by a pharmacist (refer to page 15) reflect
the duty pharmacists have to ensure safe medication use, as well as the decisions
they must make to do so0.*

The general nature of judgments and decisions that pharmacists must make to
assure safe medication use is similar across states, even in states with more
expanded scopes of practice.

In determining or approving treatment plans?

Pharmacists in Virginia and elsewhere must use clinical judgment, patient
assessment skills, expertise in pharmacotherapy and pharmacokinetics, and
primary and secondary literature in order to determine and approve treatment
plans for individual patients. This is particularly true for community pharmacists
that practice within a collaborative drug therapy management model, as discussed
in earlier sections of this document. In general, pharmacists that work with
physicians as part of a collaborative practice agreement do have greater
responsibility and autonomy when it comes to determining appropriate
pharmacotherapy options and treatiment plans for their patients,

In institutional settings, clinical pharmacists are often tasked with developing
protocols or nomograms for the use of certain (typically high-risk) medications or
medication classes, which usually include drug selection recommendations,
dosing recommendations, drug administration guidelines, and monitoring
parameters that should be followed. In hospitals and health systems that utilize
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computerized physician order entry (CPOE) systems, pharmacists are also often
involved in the development of care sets, which group medications that are
typically used together as part of a treatment plan.

The nature and scope of decisions that can be made regarding treatment plans are
more extensive in states such as New Mexico and North Carolina that have
expanded scopes of practice for pharmacists, as discussed in the Scope of Practice
section.

¢. In directing or supervising others in patient care?

While pharmacists do supervise others (pharmacy technicians, interns, and
students) who perform functions related to the preparation and dispensing of
medications, they do not typically direct or supervise other practitioners who are
directly and immediately involved in patient care.

2. 'Which functions typically performed by Pharmacists in Virginia are unsupervised
(i.e., neither directly monitored nor routinely checked)?

a. What proportion of the practitioner’s time is spent in unsupervised activity?

The majority of pharmacists’ time is spent on unsupervised activity that is not
directly monitored or routinely checked, so long as it is within the scope of
practice for pharmacists in Virginia. This is true for both dispensing and non-

_ dispensing functions, which include, but are not limited to: assessing prescriptions
and medication orders for accuracy; ensuring their appropriateness and safety
with regards to indication, dose, frequency, etc.; checking for drug-drug, drug-
food, drug-disease, and drug-allergy interactions; processing prescriptions and
medication orders; preparing medications for dispensing and/or delivery;
counseling patients on their medications; and helping patients with the selection
of over-the-counter medications and herbals."”

Clinical functions that are performed independently and unsupervised by some
pharmacists, particularly in primary care, long-term care, and/or acute care
settings, include: patient assessment; medication profile review; drug level
monitoring; immunization; obtaining and evaluating vital signs such as blood
pressure, heart rate, and respiratory rate; and performing point of care tests such
as blood glucose, cholesterol, INR, etc. that are waived by the Clinical Laboratory
Improvement Amendments (CLIA)."”

In institutional settings, pharmacists also independently perform tasks related to
medication use and health systems management, such as: drug inventory control;
monitoring of patient outcomes; reporting of medication errors and adverse
events; and the development of protocols, nomograms, and guidelines for
medication use within the system.
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b. Who is legally accountable/liable for acts performed with no supervision?

As with other health care professionals, each individual pharmacist is responsible
and legally accountable for duties performed with no supervision.

3. Which functions are performed only under supervision in Virginia?

a, Is the supervision direct (i.e., the supervisor is on the premises and
responsible) or general (i.e., the supervisor is responsible but not necessarily
on the premises?

Some pharmacists in the state of Virginia practice under the general supervision
of other health care providers/prescribers. Pharmacists in Virginia who have
entered into collaborative practice agreements with a physician, osteopath, or
podiatrist are thereby authorized to perform additional functions under their
general supervision. According to the Virginia Board of Pharmacy and Board of
Medicine Regulations for Collaborative Practice Agreements, ** Agreement’
means a collaborative practice agreement by which practitioners of medicine,
osteopathy or podiatry and pharmacists enter into voluntary, written agreements
to improve outcomes for their mutual patients using drug therapies, laboratory
tests, and medical devices, pursuant to the provisions of §54.1-3300.1 of the Code
of Virginia.”*

According to the Regulations, a practitioner of medicine, osteopathy, or podiatry
authorizes the activities that a pharmacist can engage in as part of the agreement.
However, the actions authorized as part of the treatment protocol are generally
performed with a high degree of independence and autonomy. As such, the
general supervision of the practitioner does not replace legal accountability and
responsibility for the actions each individual pharmacist performs within the
scope of the agreement.

b. How frequently is supervision provided? Where? And for what purpose?

The frequency with which supervision is provided is highly variable and
dependent on the collaborative practice agreement between the practitioner and
pharmacist. Factors that may influence the degree of supervision include the
practice setting and the types of patients and discase states typically encountered
by the pharmacist on behalf of the practitioner. This supervision is typically
provided on-site if the pharmacist is integrated into the physician practice or via
telephone or electronic correspondence with the practitioner if they are not
integrated into the same practice. The purpose of such general supervision would
be to allow for consultation with the practitioner if necessary and to ensure
appropriate care for the patient if his/her needs extended beyond the scope of
what the pharmacist could provide.
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¢. Who is legally accountable/liable for acts performed under supervision?

Each healthcare professional involved in a collaborative practice agreement is
legally accountable/liable for actions performed within their scope of practice.

d. What is contained in a typical supervisory or collaborative arrangement
profocol?

The Model State Pharmacy Act and Model Rules of the National Association of
Boards of Pharmacy (NABP), most recently updated in August 2011, addresses

the general content that should be included in a collaborative pharmacy practice
agreement,®

A typical collaborative arrangement protocol should clearly identify the
practitioner(s) and pharmacis(s) involved and the effective date of the agreement.
It should outline the types of decisions the pharmacist is allowed to make,
including: a detailed description of the types of diseases, drugs, or drug categories
involved, and the activities allowed in each case; a detailed description of the
methods, procedures, decision criteria, and plan the pharmacist should follow
when conducting allowed activities; and a detailed description of the
documentation procedures the pharmacist is to follow with regards to
documenting, communicating, and reporting the specific decisions made. The
protocol should outline a method for the practitioner to monitor compliance with
the agreement and clinical outcomes, and a plan to intercede where necessary. It
should also have a description of the continuous quality improvement program
used to evaluate effectiveness of patient care and ensure positive patient
outcomes. Finally, the agreement should include provisions for the practitioner to
override decisions made by the pharmacist when he/she deems it necessary and/or
appropriate, and provisions for either party to cancel the agreement by written
notification.”

Activities that the pharmacist may be responsible for as part of such an agreement
may include collecting and reviewing patient medication histories; measuring
patient vital signs; ordering pertinent laboratory tests and interpreting the results;
and the modification, continuation, or discontinuation of drug therapy per the
protocol established as part of the agreement.

4. Do Pharmacists typically supervise others? Describe the nature of this supervision?

Pharmacists in Virginia and elsewhere typically supervise others as part of their practice.
Pharmacists are required by Virginia law to directly supervise pharmacy technicians and
pharmacy interns that practice under their responsibility. While pharmacy technicians and
interns are responsible for a variety of functions such as computer data entry, medication
preparation and compounding, inventory control, etc., the supervising pharmacist serves
as the final check for many of these functions and is legally responsible for the care and
safety of patients.
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There is a Pharmacist-in-Charge (PIC) who is responsible for the general supervision of
others who practice at any given practice location. In institutional and hospital settings,
there are a number of managerial levels wherein pharmacy administrators and directors
serve as general supervisors for other pharmacists and technicians employed by the
department. This supervision is typically administrative in nature and not meant to be a
direct supervision of the patient care activities of each individual pharmacist.

Describe the typical work settings, including supervisory arrangements and
interactions of the practitioner with other regulated and unregulated occupations
and professions.

Pharmacists work in a number of different settings, each of which presents unique
opportunities for interaction with different regulated and unregulated occupations. These
settings include community pharmacies, hospitals and health systems, primary care
clinies, long-term care facilities, nursing homes, assisted living facilities, hospice
facilities, nuclear pharmacies, schools of pharmacy, federal health agencies, research
facilities, managed care organizations (MCO’s), pharmacy benefit managers (PBM’s),
and mail-order pharmacies. Some examples of regulated professions that pharmacists
interact with in these settings include physicians, nurses and nurse practitioners,
physician assistants, social workers, nutritionists, behavioral counselors, physical and
occupational therapists, and dentists. In many of these settings, pharmacists also interact
with pharmacy technicians, another regulated profession, in a supervisory capacity. Some
examples of unregulated professions that pharmacists interact with in these settings
include cashiers, secretaries, care partners, and volunteers.

Are patients/clients referred fo pharmacists for care or other services? By whom?
Describe a typical referral mechanism.

Physicians and other practitioners often refer patients to community pharmacists for
dispensing of prescriptions, compounding of unique drug formulations, counseling
services, immunizations, management of minor ailments, and help with selection of over-
the-counter medications and durable medical equipment. In Virginia and other states,
primary care practitioners and specialists also refer patients to primary care clinics that
have pharmacists integrated into their practice model. For example, the VA system and
many academic medical centers have anticoagulation clinics, diabetes clinics, etc. which
are primarily pharmacist-run. As part of collaborative practice agreements, some primary
care physicians refer patients to a pharmacist for the management of chronic diseases like
hypertension, diabetes, heart failure, asthma, etc. They may also refer patients with
complicated medication regimens or issues with adherence for more focused medication
management by a pharmacist.

In a September 2011 report, the Alliance for Patient Medication Safety (APMS) and the
National Alliance of State Pharmacy Associations (NASPA) recently highlighted the
work of Michelle Thomas, PharmD, CDE, who used the SuperioRx Care Adherence
Discovery grant to establish a collaborative arrangement with a community primary care
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physician office in rural Virginia.%' The project allowed for the referral of certain patients
to the pharmacist for cholesterol and diabetes management through education and
medication management where appropriate. The pharmacist was available one day per
week for referrals, which were made by two physicians at the site, nurse practitioners,
and physician assistants. At the end of the six-month trial period, both the physicians and
patients surveyed felt satisfied with the program and agreed that the pharmacist-provided
services were making a significant impact in improving patient health and wellness.®'
This project provides just one example of a successfully implemented referral mechanism
that allowed for the provision of pharmacist services to eligible patients who were
identified by physicians and other providers in the community setting.

. Are patients/clients referred from pharmacists to other? Describe a typical referral
mechanism. How and on what basis are decisions made to refer?

As the most accessible health professionals in the community, pharmacists are
frequently available to assess and triage patient care needs and thereby refer them
to others for care. Pharmacists refer patients to physicians and other practitioners for
services that cannot be reasonably or safely provided by a pharmacist. For example, in
the community setting, patients often come to pharmacists for counseling and
recommendations regarding over-the-counter medications and herbals. The pharmacist
may discover during the consultation or screening that the problem is not amenable to
self-care and may refer the patient to a physician for a full assessment. In the primary
care setting, a pharmacist may be assessing a patient during a visit for medication therapy
management or chronic disease follow-up and notice physical symptoms that are
suggestive of an acute process (infection, deep vein thrombosis, stroke, etc.) requiring
physician assessment and care. The pharmacist would then refer the patient to a physician
or other practitioner for evaluation.

According to one survey of over 500 pharmacist preceptors, students and faculty
members at the Virginia Commonwealth University, 64% of respondents referred
patients to another health care provider, usually a physician, at least daily. Less
commonly reported referrals were to dieticians (38%), behavioral health clinicians (30%),
specialg practice pharmacists (26%), physical therapists (20%), and chiropractors

(13%).

One example of a successful pharmacist referral mechanism in the community setting in
the state of Virginia was described in Project ImPACT: Osteoporosis.> As a result of
health-promotion and disease-prevention efforts at 22 Ukrop’s pharmacies — a regional
supermarket chain pharmacy in Richmond, VA — pharmacists screened a total of 532
patients for osteoporosis using bone mineral density (BMD) screening. Of 305 patients
that were reached for follow-up, 37% were identified as having high risk for fracture,
while 33% were identified as having moderate risk and 30% as having low risk. As a
result of the pharmacists’ screening and referral efforts, 37% of patients in the moderate-
and high-risk categories subsequently completed a physician visit, 19% had a diagnostic
scan, and 24% were initiated on osteoporosis therapy. In addition to the positive patient
care outcomes that were reported, the study also confirmed that patients were willing to
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pay for pharmacy-based osteoporosis screening and that third-party payers were willing
to compensate pharmacists for collaborative community health management services.®

Decisions to refer patients are based on the clinical judgment of the pharmacist, the
resources and time available to the pharmacist, and, in the case of collaborative practice
agreements, the limitations of the protocol that specifies which activities are authorized to
the pharmacist.
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Scope of Practice

1. Which existing functions of this profession in Virginia are similar fo those
performed by other professions? Which profession(s)?

Some of the functions of pharmacists are similar to those of other health care
professionals.”*”* In addition to nurses and physicians, pharmacists participate in taking
medication histories and performing medication reconciliation. Physicians and other mid-
level prescribers select the product and doses of medications for patients. In many
settings pharmacists are actively involved in drug therapy selection and determining
individualized dosing regimens based on pharmacokinetic and pharmacodynamic
characteristics. Pharmacists often perform physical assessments similar to nurses and
physicians, Pharmacists can assess blood pressure, perform point of care tests such as
INR assessment for patients on warfarin therapy, and check blood sugar for diabetics to
name but a few. Similar to nurses, pharmacists can administer vaccinations in accordance
with state laws.”* Pharmacists, similar to dieticians and nutrition specialists, can
determine nutrition needs for patients and determine nutrition treatment plans. Often,
pharmacists and nutrition specialists collaborate to continuously monitor patients
especially those who need chronic nutritional support. Often there is overlap in the
functions of health professionals due to utilization of team-based care models.

2. What additional functions, if any, are performed by Pharmacists in other states?

Although Virginia has established regulations for the creation of collaborative practice
agreements, other states and countries have been more progressive in expanding the
scope of practice for pharmacists. [Note: the phrase “more grogeessive™ above
constitutes commantary.]

Several state Medicaid programs, including Washington, Wisconsin, Mississippi, lowa,
Tennessee, Arizona, Minnesota, South Dakota, Missouri, New Mexico, and North
Carolina had waivers approved to allow for contract pharmacist-related compensation for
clinical services and more states are following."® Since being recognized as providers by
Medicaid in 2005, pharmacists in Minnesota can be reimbursed for providing medication
management services to eligible patients once enrolled with Minnesota Health Care
Programs and after completion of an approved certification program on medication
management. An ASHP document summarizes pharmacist provider status in 1 1 state
health programs. It highlights the different paths taken to create and implement programs,
the variety of patient populations served, and billing and reimbursement mechanisms. To
attain pharmacist provider status in some of these state programs, pharmacists may need
additional credentials such as additional training or certification. Most of the programs
were state Medicaid programs, however, one program in Ohio was operated by the state
Department of Health’s Bureau for Children with Medical Handicaps.**

Nationally, the NCPS program expanded the functions of Indian Health Service

pharmacists by recognizing them as primary care providers with prescriptive authority.”
Similar expanded functions exist for Veterans Affairs pharmacists.”' Currently, in both
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North Carolina and New Mexico, pharmacists may seek advanced practice designations
resulting in increased scope of practice including prescribing authority.”® Since 1993,
New Mexico pharmacists have the opportunity to pursue additional training and earn the
designation Pharmacist Clinician. Pharmacist Clinicians may obtain personal DEA
numbers and have prescriptive authority under a supervising physician. The Clinical
Pharmacist Practitioner Act of 2000, established the designation Clinical Pharmacist
Practitioners (CPP). A CPP provides disease therapy management and can initiate,
modify, or substitute therapies under a broad collaborative practice agreements.

The DEA has also granted prescriber numbers to pharmacists working in institutions
under collaborative practice agreements with physicians in five additional states
(California, Massachusetts, Montana, North Dakota, and Washington).”® In these states,
DEA-registered pharmacists are recognized as mid-level practitioners and may prescribe
controlled substances.

Prescribing authority has been expanded to pharmacists in both Canada and the United
Kingdom.”* Pharmacists in the United Kingdom can gain prescriptive privileges as
Pharmacist Supplementary Prescribers. Supplementary prescribers establish an
individualized, patient-specific clinical management plan (CMP) with an independent
prescriber such as a doctor or dentist. Once the CMP is created, supplementary
prescribers may treat the conditions diagnosed by the independent prescriber and
prescribe both non-controlled and controlled medications. Canadian provinces are also
expanding the scope of pharmacy practice. In Alberta, different prescribing categories
exist for pharmacists after completing orientation and registration on the Alberta College
of Pharmacist’s clinical registry. Pharmacists may adapt prescriptions by modifying the
dose or drug formulation based on organ function, availability, perform therapeutic
substitution for patient-specific reasons, or issue a prescription for continuity of care until
primary prescriber is contacted. Pharmacists may also prescribe during an emergency
where immediate therapy is necessary and seeing another prescriber is unreasonable.
Lastly, pharmacists may gain additional prescribing authority based on collaborative
practice agreements.

Which functions of this profession are distinct from other similar health professions
in Virginia? Which profession(s)? In other states?

The functions of the pharmacy profession that are distinct from other health professionals
include: evaluation of prescriptions to assure compliance with state and federal statutes,
the process of medication dispensing, monitoring the sale of over the counter controlled
substances and pseudoephedrine, etc. The pharmacist dispensing process includes
utilizing evidence-based literature and guidelines combined with patient-specific
information to verify that the medication order is safe and effective for the patient,"’
Pharmacists conduct prospective drug utilization reviews in the medication dispensing
process. By performing this review, pharmacists identify drug-related problems such as
therapeutic duplication, drug-disease contraindications, incorrect dosage or duration of
treatment, drug allergy and clinical misuse or abuse. If problems are identified,
pharmacists utilize their drug knowledge expertise to collaborate with prescribers to
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resolve the identified issues. The pharmacist then prepares, compounds, or repackages the
medication to be dispensed to patients. In the community setting, pharmacists are
responsible for counseling patients on the prescribed medication. Institutional
pharmacists also provide counseling for patients being discharged with newly prescribed
medications or medication regimen changes.

Pharmacists are also largely responsible for procuring and storing medications.
Pharmacists may also enter into collaborative practice agreements with physicians
resulting in a team approach for patient care. In both the ambulatory and inpatient
settings, pharmacists are often called upon to determine an individualized dosage regimen
for patients with renal or liver dysfunction or assisting in therapeutic drug monitoring.
For example, pharmacists in anticoagulation clinics manage drug therapy by monitoring
and making interventions such as dose modification as needed.

Pharmacists in specialty areas may have distinct functions unique to their practice. A
distinct function of compounding pharmacists is preparing an individualized product
specific to the needs of the patient. All patients in long-term care facilities or hospitals
must have their drug regimens reviewed by a pharmacist at least once per month. Often,
this is a function of consultant pharmacists.
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Economic Costs

1. What are the range and average incomes of members of this profession in the
Commonwealth? In adjoining states? Nationally?

Below are average annual incomes and ranges for pharmacists in Virginia, adjoining
states, and nationally, according to May 2010 data from the Bureau of Labor Statistics.”’
All ranges reported represent the 10™ to 90™ percentile of incomes.

Table 2. Annuai Pharmacxst Income (2010) — Average and Range

_Stateor Region | Average Annual Income | Annual Income Range
Virguna $113,800 $91,210 - $140,810
North Carolina $112,970 $88,170 - $142,100
West Virginia $111,950 $80,430 - $142,720
Tennessee $112,130 $86,840 - $141,290
Maryland $104,880 $77,110-$132,750
District of Columbia $114,340 $92,330 - $144,490
National $109,380 $82.,090 -_$138,62O

The incomes in Virginia are comparable to the range and average incomes for
pharmacists in adjoining states. Pharmacists in the mid-Atlantic states, including
Virginia, have a slightly higher income overall than the national average.

2. If the data are available, what are the typical fees for service provided by this
profession in Virginia? In adjoining states? Nationally?

Pharmacists’ primary revenue for services provided are dispensing fees, which are added
onto the cost of the medication product and are predominantly set by third party payors,
including state Medicaid and Medicare Part D plans. Dispensing fees vary from one
private insurance plan to another and from state to state. Typically, dispensing fees paid
by Medicaid fall in the $3 to $5 range.*

Reimbursement for cognitive services provided by pharmacists is less common, so not
much data is available regarding fees and payment for clinical services in Virginia. Some
pharmacists in Virginia and elsewhere conduct point of care testing (blood glucose
measurements, blood pressure, etc.) for which they charge a fee that is typically paid out
of pocket by the patient. Fees charged by pharmacists for such services vary markedly
among practice settings and geographic locations, so there is no reliable source for
obtaining data on these values.

Currently, pharmacists are eligible to receive some compensation for medication therapy
management (MTM) services provided once per year to Medicare Part D patients, as
outlined in the Medicare Prescription Drug Improvement and Modemization Act of 2006.
There are however a number of restrictions in place that have limited patient participation
in and pharmacist reimbursement for these services. Additionally, some state Medicaid
programs do recognize pharmacists as providers and compensate them for MTM services.
The payment structures vary from state to state but typically depend on the acuity and

37




complexity of care provided. For example, under the Minnesota MTM program,
pharmacists are able to bill Medicaid $52 for the provision of level 1 (straightforward)
care, and up to $148 for level 5 (high complexity) care.®

In a 2005 review of existing MTM services and compensation models that are being used
by both public and private sector programs, the Lewin Group was able to develop a
model for payers to use in compensating pharmacists for MTM services.” The report
found that the majority of payment systems currently in use are variants of fee-for-service
(FES), while in some settings, phavmacists are billing “incident to™ the physician for
clinical services provided by the pharmacist. Through interviews conducted with
pharmacists, pharmacy benefit providers, health plans, and policy makers, the group also
found that while payment amounts varied widely among the different programs, several
interview respondents suggested a “rule of thumb” payment rate of $2 to $3 per minute
for pharmacist-provided MTM services.”"

3. Is there evidence that expanding the scope of Pharmacist would
a. Increase the cost for services?

There are numerous examples in the literature that point to cost savings for
institutions, CMS, and other third party payors secondary to expanding the scope
of practice for pharmacists. To date, no study that has evaluated cost or return on
investment as an outcome measure has presented evidence to suggest increased
cost for services as a result of increasing patient care privileges for pharmacists.
On the contrary, the literature has pointed to cost containment and overal] cost
savings secondary to reduced number of hospitalizations, emergency visits,
outpatient visits, specialty visits, and drug-related morbidity and mortality.

Schumock, et al.”"" and Perez, et al.”® conducted multiple studies from 1988-
2005, including an extensive literature review by Schumock, et al.”! of 104
articles, that evaluated the economic impact of clinical pharmacy services. These
services included disease management, general pharmacotherapeutic monitoring,
pharmacokinetic monitoring, targeted drug programs, and general patient
education programs and cognitive services. The investigators found that over the
period from 1988-2005, each dollar invested in clinical pharmacy services
resulted in an overall average benefit gain of $10.07 per $1 of allocated funds.
The benefit to cost ratio for this time period ranged from a low of $1.02:$1 to a
high of $75.84:81, illustrating that even at the ratio’s lowest level there was still
an economic benefit to investing in clinical pharmacy services.

As another example, Brennan, et al.”* published a study in early 2012 that
estimated a $3:$1 return on investment for integrating pharmacy interventions
aimed at improving medication adherence in patients with diabetes, The more
than $600,000 in health care cost avoidance resulted from improved adherence
rates and increased initiation of appropriate therapies. This study was conducted
in patients using CVS retail pharmacies or a Caremark mail order pharmacy to fill
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their prescriptions, thereby illustrating the applicability of this cost-savings data to
other large retail or mail order chains.

As stated, there is an extensive collection of peer-reviewed publications
evaluating the cost-effectiveness of delivery of patient care services by
pharmacists in a variety of settings. Many of the studies are summarized nicely in
Appendix B (pp 66-77) of the 2011 Report to the U.S. Surgeon General *

. Increase salaries for Pharmacist employed by health delivery organizations?

There is currently no information available to determine how pharmacist salaries
might be affected by expanding their scope of practice within different health
delivery organizations. Any fluctuation in pharmacists’ salaries would likely be
affected by the specific setting and its current payment structure.

Restrict other professions in providing care?

INOTE: Commentary]

There is no evidence to suggest that expanding the scope of practice for
pharmacists would restrict other professions in providing care. The expertise and
services brought by a clinical pharmacist to the primary, acute, or long-term care
environment would be complementary to those of other professions, not
competitive. When pharmacists take a more active role in providing medication
therapy management, chronic disease management, and assessment of minor
ailments, it frees up time for physicians and other practitioners to focus on more
critically ill patients who may need more in-depth physician assessment.

In 2010, the NCPS Program developed a survey that sought input from [HS
physicians on the clinical and administrative impact of primary care and disease
management services by pharmacists. Of the 117 physicians that responded, 96%
of providers reported some benefit in improved disease management outcomes,
increased return on investment, increased patient access to care, or allowing the
physician to shift their workload to more critical patients.®®

Additionally, as outlined earlier in the Background section, the U.S. Surgeon
General has endorsed the PHS report "Improving Patient and Health System
Outcomes through Advanced Pharmacy Practice” and has called on health
leadership to optimize the role of pharmacists and utilize collaborative practice
models to improve health care delivery in all settings.” This endorsement gives
further weight to the idea that pharmacist services will enhance, not restrict, the
ability of all members of the health care team to deliver quality care while
containing costs and increasing access to care.

The physician-pharmacist collaborative practice model has been in existence for
decades, although not utilized to its full capacity, and so far there has not been
reason to believe other professions are restricted in providing care because of this
model.
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d. Have other deleterious economic effects?

As stated previously, no study that has evaluated cost or return on investment as
an outcome measure has suggested increased cost for services or other deleterious
economic effects as a result of expanding the scope of practice for pharmacists.
While there might be an initial increase in prescription drug spending secondary
to initiation of therapies and increased adherence, total health care spending
decreases over the long run due to more preventative services and less drug-
related morbidity and mortality, costly hospitalizations, specialty referrals, etc.
There is also an indirect cost savings related to decrease in the number of sick
days from work and increased productivity secondary to improved health
outcomes.

4. Address issues related to supply and demand and distribution of resources.
[NOTE: Commentary)
As discussed in the Background section, there is currently a primary care workforce
shortage that is impacting patient access to care all over the United States. This shortage
is only projected to get worse as more patients gain access to health insurance while less
medical internists decide to practice in primary care, opting instead for more lucrative
careers in specialty areas of medicine.

One solution for addressing the need for more primary care providers is to expand the
scope of practice for pharmacists, who are in arguably the best position among all health
care professionals to be able to fill the void left by decreasing numbers of primary care
physicians. Pharmacists have the education, training, and expertise to be able to take a
more active role in increasing access to primary care services, and the current supply of
pharmacists into the workforce can support that role. The number of pharmacy school
graduates in the U.S. has been climbing steadily over the last 10 years, partly in response
to pharmac:lst shortages in the late 1990°s, and now sits at about 10,500 graduates per
year.” By expandmg the scope of practice for pharmacists, creating pharmacy jobs that
are integrated into primary care models, and pushing for proper reimbursement
mechanisms for clinical services provided, many of these new pharmacy graduates could
enter the primary care workforce and help respond to the growing demand for these
services.

5. Are third-party payors in Virginia currently reimbursing services provided by
pharmacists? Directly to the Pharmacist? Employer?

Third party payors in Virginia are not currently reimbursing pharmacists or their
employers for clinical services provided by pharmacists. As discussed previously,
Medicare, through various pharmacy benefits managers (PBMs), does compensate
pharmacists directly for one MTM session per patient per year. However there are many
restrictions regarding eligibility that limit patient participation in these sessions.
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In comparison, some other states have third party payors and Medicaid programs that do
recognize pharmacists as providers and compensate them for MTM services through
PBMs. One example is Qutcomes Pharmaceutical Health Care™, which contracts with
PBMs to allow for the delivery, documentation, and billing of MTM services by
pharmacists. As previously mentioned, the payment structures vary from state to state but
typically depend on the acuity and complexity of care provided.

. Are similar services to those provided by pharmacists also provided by another non-
physician profession? Which profession(s)? Are they reimbursed directly by third-

party payors?

Similar clinical services are provided by other non-physician professionals such as nurse
practitioners and physician assistants (see section on Scope of Practice for additional
information). These services are currently being reimbursed directly by third party
payors, as most third party payors (including Medicaid) do recognize these non-physician
practitioners as mid-level providers who may bill for clinical services.




References

1.

2.

10.

11

12.

13.

14.

Code of Virginia. Qualifications of pharmacist. §54.1-3312.
Virginia Board of Pharmacy Regulations. 18VAC110-20-30 through 18VAC110-20-100.

Virginia Board of Pharmacy. Guidance Document 110-2. Information for Applicants for
a License as a Pharmacist. Sept 2009.

Regulations of the State Board of Pharmacy, 49 PA. Code, Chapter 27. §27.25.

National Association of Boards of Pharmacy. MPJE.
www.nabp.net/programs/examination/mpje/index.php. Accessed Jan 15, 2012,

West Virginia Board of Pharmacy. Licensure.
http://www.wvbop.com/index.php?option=com_content&view=article&id=52& Itemnid=8
2. Accessed Jan 19, 2012,

New Mexico Board of Pharmacy. 16.19.4.17 NMAC. Pharmacist Clinician.
North Carolina Board of Pharmacy. 21 NCAC 46.3101. Clinical Pharmacist Practitioner.
Accreditation Council for Pharmacy Education. Accreditation standards and guidelines

for the professional program in pharmacy leading to the Doctor of Pharmacy degree.
https://www.acpe-accredit.org/pdf/FinalS2007Guidelines2.0.pdf. Accessed Jan 14, 2012,

American Pharmacists Association. American Association of Colleges of Pharmacy.
Development and Implementation of Curricula Strategies in Medication Therapy
Management by Colleges and Schools of Pharmacy. 2011.

American Association of Colleges of Pharmacy. Educational Outcomes 2004, Center for
the Advancement of Pharmaceutical Education Qutcomes; 2004.

hitp://'www.aacp org/resources/education/Documents/CAPE2004.pdf. Accessed Jan 15,
2012.

National Association of Boards of Pharmacy, NAPLEX.
hitp://www.nabp.net/programs/examination/naplex/. Accessed Jan 18, 2012.

Virginia Board of Pharmacy. Federal and State Drug Law Examination Handbook. May
2010.

Accreditation Council for Pharmacy Education. Definition of Continuing Education for
the Profession of Pharmacy; 2007. https://www.acpe-

accredit.org/pdf/CE_Definition_Pharmacy Final 1006-2007.pdf. Accessed Jan 18, 2012,

42




15. National Association of Boards of Pharmacy. http://www nabp.net/#. Accessed Jan 18,
2012,

16. North Carolina Board of Pharmacy. 21 NCAC 46.2201. Continuing Education.

17. Albanese NP, Rouse MJ. Scope of Contemporary Pharmacy Practice: Roles,
Responsibilities, and Functions of Pharmacists and Pharmacy Technicians. A Resource
Paper of the Council on Credentialing in Pharmacy. J Am Pharm Assoc 2010;50:¢35-69.

18. National Associations of Boards of Pharmacy. 2011 NABP Survey of Pharmacy Law.
Mount Prospect: NABP;2010,

19. Snella KA, Trewyn RR, et al. Pharmacist compensation for cognitive services: focus on
the physician office and community pharmacy. Pharmacotherapy. 2004;24:372-88.

20. Lamer CC, Maynard L, Mason D. The Future of Clinical Pharmacy Services in the THS.
The IHS Primary Care Provider. 2005;30(1):15.

21. Clause 8, Fudin J, Mergner A, et al. Prescribing privileges among pharmacists in
Veterans affairs medical centers. Am J Health Syst Pharm. 2001;58(12):1143(71145.

22. Pedersen CA, Schneider PJ, Scheckelhoff DJ. ASHP national survey of pharmacy
practice in hospital settings: Monitoring and patient education--2009. Am J Health Syst
Pharm. 2010;67(7):542-5.

23. Pedersen CA, Schneider PJ, Scheckelhoff DJ. ASHP national survey of pharmacy
practice in hospital settings: prescribing and transcribing--2010. Am J Health Syst Pharm.
2011;68(8):669-88.

24. Carter BL, Ardery G, Dawson JD, et al. Physician and pharmacist collaboration to
mprove blood pressure control. Arch Intern Med. 2009;169:1996-2002.

25. Edelman D, Fredrickson SK, Melnyk SD, et al. Medical clinics versus usual care for
patients with both diabetes and hypertension: a randomized trial. Ann Int Med.
2010;152(11):689-96,

26. Moczygemba LR, Goode JV, Gatewood SB, et al. Integration of collaborative medication
therapy management in a safety net patient-centered medical home. J Am Pharm Assoc.
2011;51:167-172.

27. Buford Road Pharmacy. hitp://www bufordrx.com/iml/. Accessed Jan 17, 2012.

28. Giberson §, Yoder S, Lee MP, et al. Improving Patient and Health System Outcomes
through Advanced Pharmacy Practice. Report to the U.S. Surgeon General. Office of the
Chief Pharmacist. U.S. Public Health Service. Jan 201 1.




29. Doucette W, McDonough R. Beyond the 4 P's: using relationship marketing to build
value and demand for pharmacy services. J Am Pharm Assoc. 2002;42:183-189.

30. American College of Physicians. The impending collapse of primary care medicine and
its implications for the state of the nation's health care: a report from the American
College of Physicians.
http.//www_acponline.org/advocacy/events/state_of healthcare/statehc06 1.pdf.
Accessed Jan 2012.

31. U.S. Census Bureau. Population Under 18 and 65 and Older: 2000, 2010, and 2030. U.S.
Population Projections. August 28, 2008;
http://www.census.gov/population/projections/PressTab5.xIs. Accessed Jan 2012,

32. Arvantes I. Primary Care Physician Shortage Creates Medically Disenfranchised
Population. http.//www.aafp.org/oniine/en/home/publications/news/news-
now/professional-issues/20070322disenfranchised html. Accessed Jan 2012,

33. National Association of Community Health Centers Inc and The Robert Graham Center.
Access Denied: A Look at America's Medically Disenfranchised. http://www.graham-
center.org/PreBuilt/Access Denied.pdf. Accessed Jan 2012.

34. Association of American Medical Colleges: Center for Workforce Studies. Recent
Studies and Reports on Physician Shortages in the U.S. 2007;
http.//www.aamc org/workforce/recentworkforcestudies2007.pdf. Accessed Jan 2012.

35. Johnson CK. Fewer US Med Students Choosing Primary Care.
http://abenews. go.com/Health/wireStory?id=5767299. Accessed Jan 2012,

36. Association of American Medical Colleges: Center for Workforce Studies. Recent
Studies and Reports on Physician Shortages in the U.S. 2009;
www.aame.org/download/100598/data/recentworkforcestudiesnov09.pdf, Accessed Jan
2012,

37. Taylor I. OTC Counseling: Review of Pharmacists Performance. 2001;
http://www.medscape.com/viewarticle/408580. Accessed Jan 2012.

38. Proprietary Association of Great Britain. Driving the Self Care Agenda: Annual Review
2008. www.pagb.co.uk/information/PDFs/AndyTismanarticle.pdf. Accessed Jan 2012.

39. Dolovich L, et al. Integrating Family Medicine and Pharmacy to Advance Primary Care
Therapeutics. Clin Pharmacol Ther. 2008;83:913-7.

40. U.S. Department of Health and Human Services. Healthy People 2020,
http://www.healthypeople.gov/HP2020/. Accessed Jan 2012,

44




41.

42.

43.

44,

45.

46.

47.

48.

49,

50.

51

52.

53.

54.

Matzke GR, Ross LA. Healthcare reform 2010 its implications for pharmacists and their
patients. Ann Pharmacother. 2010;44:1485-91. Epub 2010 Aug 11.

De Maeseneer, et al. Primary Health Care as a Strategy for Achieving Equitable Care: a
Literature Review. WHO Health Systems Knowledge Network. 2007.

Letter of Support from the Office of the Surgeon General. Department of Health and
Human Services. Dec 14, 2011.

http://www pharmacist.com/AM/Template.cfm?Section=News_Relcases2& Template=/C
M/ContentDisplay.cfm&ContentID=27541. Accessed Jan 29, 2012.

Report of the Virginia Health Reform Initiative Advisory Council. Dec. 20, 2010.
www hhr virginia.gov/initiatives/healthreform/. Accessed Jan 2012.

The Patient-Centered Medical Home: Integrating Comprehensive Medication
Management to Optimize Patient Outcomes — A Resource Guide. Patient-Centered

Primary Care Collaborative. 2010. www.pcpec.net/files'medmanagement.pdf. Accessed
Jan 27, 2012.
Code of Virginia. Acts restricted to pharmacists. §54.1-3320.

Kaboli P, Hoth AB, et al. Clinical pharmacists and inpatient medical care. Arch Intemn
Med. 2006;166:955-964,

Personal e-mail correspondence. Oct 5, 2011,

Hammond RW, Schwartz AH, Campbell MJ, et al. American College of Clinical
Pharmacy (ACCP) Position Statement: Collaborative Drug Therapy Management by
Pharmacists—2003. Pharmacotherapy. 2003;23:1210-1225.

Jones J, Saad L.. USA Today/Gallup poll: Honesty and Ethics. Nov 28-Dec 1, 2011.

Board of Pharmaceutical Specialties, Current Specialties.

http://www.bpsweb.org/03_Specialties_Current.html. Accessed Jan 13, 2012.

American College of Clinical Pharmacy. Practice and Research Networks.
http://www.accp.con/about/prns.aspx. Accessed Jan 17, 2012,

Accreditation Council for Pharmacy Education. Accreditation Standards for Continuing
Pharmacy Education. https://www acpe-accredit.org/pdf/CPE Standards Final pdf,
Accessed Jan. 17, 2012.

American Pharmacist Association. Certificate Training Programs.

http://www.pharmacist.com/Content/NavigationMenu3/ContinuingEducation/Certificate

TrainingProgram/CTP him. Accessed Jan 15, 2012.

45




55, American Society of Health-System Pharmacists.
http://www.ashp.org/menu/Residents/Generallnfo.aspx. Accessed Jan 15, 2012.

s6. Commission for Certification in Geriatric Pharmacy. http://www ccgp.org/. Accessed Jan
15, 2012.

57. International Academy of Compounding Pharmacists. IACP Fellowship.

http://www.lacprx.org/site/PageServer?pagename=fellowship. Accessed Jan 17, 2012.

58. Council on Credentialing in Pharmacy. White Paper. Credentialing in Pharmacy. 2006.

hitp.//www pharmacycredentialing.org/ccp/Files/CCPWhite-Paper2006.pdf. Accessed

Jan 15, 2012.

59. Virginia Board of Pharmacy and Virginia Board of Medicine. Regulations for
Collaborative Practice Agreements. 18VACI110-40-10 et seq.

60. Model State Pharmacy Act and Model Rules of the National Association of Boards of
Pharmacy. August 2011.

61. Nguyen F, Snead R. Adherence Discovery Projects — Final Report. Alliance for Patient
Medication Safety. Sept. 2011.
http.//www.naspa us/documents/grants/NASPA AdherenceDiscoveryProjectProcess.pdf.
Accessed Jan 29, 2012,

62. Moczygemba LR, Goode IV, et al. Pharmacy Practice in Virginia in 2011 {manuscript).
Dec 2011.

63. Goode IV, Swiger K, Bluml BM. Regional osteoporosis screening, referral, and
monitoring program in community pharmacies: findings from Project ImPACT:
Osteoporosis, J Am Pharm Assoc. 2004;44:152-160.

64. Daigle L, Chen D. Pharmacist Provider Status in 11 State Programs. ASHP Policy
analysis. 2008.
httpe//www.ashp.org/DocLibrary/Advocacy/ProviderStatusPrograms.aspx. Accessed Jan
25,2012.

65. Hobson RJ, Sewell GJ. Supplementary prescribing by pharmacists in England. Am J
Health Syst Pharm, 2006; 63:244-53,

66. Yuksel N, Eberhart GG, Bungard TJ. Prescribing by pharmacists in Alberta. Am J Health
Syst Pharm. 2008,65:2126-32. '

67. Occupational Employment and Wages, May 2010. U.S. Department of Labor, Bureau of
Labor Statistics. May 2010. http.//www bls.gov/oes/current/oes291051 htm#%282%29.
Accessed Jan 12, 2012.

46




68. Medicaid Prescription Reimbursement Information by State——Quarter ending March
2011. Centers for Medicare and Medicaid Services. Apr 2011.
www.cms.gov/Reimbursement/Downloads/1Q20] 1 ReimbursementChart.pdf. Accessed
Jan 17, 2012.

69. Isetts BJ. Evaluating effectiveness of the Minnesota medication therapy management care
program: final report. Medication Therapy Management Care Evaluation, state contract
#B00749. Dec 2007,

70. The Lewin Group. Medication therapy management services: a critical review. J Am
Pharm Assoc. 2005:45:580-587.

71. Schumock GT, Meek PD, et al. Economic evaluations of clinical pharmacy services—
1988-1995. The Publications Committee of the American College of Clinical Pharmacy.
Pharmacotherapy. Nov-Dec 1996;16:1188-1208.

72. Schumock GT, Meek M, Vermeulen P, et al. Evidence of the economic benefit of clinical
pharmacy services: 1996-2000. Pharmacotherapy. 2003;23:113-132.

73. Perez AD, Hoffman F, et al. Economic evaluations of clinical pharmacy services: 2001-
2005. Pharmacotherapy. 2009;29:128,

74. Brennan TA, Dollear TJ, Hu M, et al. An integrated pharmacy-based program improved
medication prescription and adherence rates in diabetes patients. Health Affairs,
2012;31:120-129.

75. Final Report of the 2009 National Sample Survey of the Pharmacist Workforce to
Determine Contemporary Demographic and Practice Characteristics. Prepared by
Midwest Pharmacy Workforce Research Consortium for the Pharmacy Manpower
Project, Inc. March 2010.

76. Outcomes Pharmaceutical Health Care. www.getoutcomes.com. Accessed Jan 18, 2012,




Appendix A. PharmD Curricula (2011-2012) from Virginia Schools of Pharmacy

Virginia Commonwealth University School of Pharmacy

P1 Fall Semester

Department Course Number Course Title

MEDC

PCEU

PHAR
PHAR
PHAR
PHAR
PHAR

MEDC
PHAR
PHAR
PHAR

Department

PCEU
PCEU
MEDC
MEDC

MEDC
PHTX
PHAR

PHAR

PHAR
PHAR
MEDC
PHAR
PHAR
PHAR

527

507
509
510
512
513
525
550
771
523
530

Course
Number

508
509
533
543

353
606
529

540

545
547
550
771
524
5331

Basic Pharmaceutical Principles for
the Practicing Pharmacist

Pharmaceutics & Biopharmaceutics I
Evidence Based Pharmacy 1 (Drug Info)
Medication Use Systems

Health Promotion & Disease Prevention
Contemporary Pharmacy Practice
Communications in Pharmacy Practice
Schotarship I

Student Pharmacist Professionalism
Foundations I

IPPE I: Community [

Semester Total

P1 Spring Semester
Course Title

Pharmacokinetics

Pharmaceutics & Biopharmaceutics II
Pharmacognosy

Clinical Chemistry for the Pharmacist

Clinical Therapeutics Module I: Intro to Medicinal
Chemistry

Clinical Therapeutics Module 1I: Introduction to
Pharmacology

Clinical Therapeutics Module IIL: Intro to Special
Populations

Self-care, Alternative and Complementary
Treatments

The U.S. Health Care System

Managing Professional Patient-centered Practice
Scholarship I

Student Pharmacist Professionalism
Foundations IT

[PPE II: Community I1

Course Credit
3.0

3.0

1.0

1.0

2.5

2.5

2.0
Continues
Continues
1.0

1.0

17.0

Course
Credit

2.0
2.5
2.0
2.0

1.0

1.0

1.0

3.0

2.5
1.0
1.0
Continues
1.0
1.0




Semester Total 21.0

P2 Fall Semester

Department gzlrlrf;far Course Titie : g::;f:
PHAR 565 ggtii;:::g: Based Pharmacy II: Research Methods & 25
PHAR 566 Evidence Based Pharmacy IIL: Literature Evaluation 2.0
MEDC 605 g}ﬁﬁzig;zﬁ;izmmacogenomlcs & 20
PHAR 567 Pharmacy Informatics 1.5
PHAR 544 Clinical Therapeutics Module 1V: Cardiovascalar 4.5
PHAR 555 Clinical Therapeutics Module V: Endocrinology 2.5
PHAR 556 Clinical Therapeutics Module VI Neurology 1 3.0
PCEU 550 Scholarship I Continues
PHAR 771 Student Pharmacist Professionalism Continues
PHAR 534 Foundations I1I 1.0
PHAR 532 IPPE III: Hospital Continues

Semester Total 19.0

P2 Spring Semester

Department Szlg;zr Course Title g::;is:
PCEU 615 Applied Pharmacokinetics 2.0
PHAR 621 Pharmacoeconomics 2.0
PHAR 622 Epidemiology & Pharmacy Practice 2.0
PHAR 623 Patient Medication Safety 2.0
PHAR 601 Chinical Therapeutics Module VII: Neurology 11 1.0
PHAR 602 Clinical Therapeutics Module VIIL: Psychiatry 3.0
par o e Tt Medle

Electives 2.0
PCEU 550 Scholarship I 2.0
PHAR 771 Student Pharmacist Professionalism Continues
PHAR 535 Foundations IV 1.0
PHAR 532 IPPE IIT: Hospital [0

Semester Total 21

P3 Fal Semester
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Department
PHAR
PHAR
PHAR
PHAR
PHAR
PHAR
PHAR

PHAR
PHAR

Department
PHAR
PHAR
PHAR
PHAR

PHAR
PHAR

PHAR
PHAR
PHAR
PHAR

Course
Number

660

604

605

606

607

550
771
640
533

Course
Number

661

618

619

620

721
724

550
771
645
533

Course Title

Pharmacy Practice Management I - Community
Practice

Clinical Therapeutics Module X: Infectious
Diseases

Clinical Therapeutics Module XI:
Hematology/Oncology

Clinical Therapeutics Module XII:
Nephrology/Urology

Clinical Therapeutics Module XIV:
Dermatology/EENT

Electives

Scholarship III

Student Pharmacist Professionalism
Foundations V

IPPE IV: Clinical Patient Care
Semester Total

P3 Spring Semester
Course Title

Pharmacy Practice Management 11 - Institutional
Practice

Clinical Therapeutics Module XIII:
Gastrointestinal/Nutrition

Clinical Therapeutics Module XV: Women's
Health/Bone, Joint

Clinical Therapeutics Module
XVI:Toxicology/Critical Care

Clinical Therapeutics Module XVII: Special
Populations

Pharmacy Law

Electives

Scholarship I11

Student Pharmacist Professionalism
Foundations VI

IPPE 1V: Clinical Patient Care
Semester Total

Course
Credit

4.0

4.5

2.5

2.5

1.5

2.0-3.0
Continues
Continues
1.0
Continues
18.0 -19.0

Course
Credit

2.0

2.5

2.5

2.0

1.0

3.0
2.0-3.0
2.0
Continues
1.0

1.0

19.0 - 20.0
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PHAR 760
PHAR 761
PHAR 762
PHAR 763
PHAR 765
PHAR 766
PHAR 768
PHAR 771
PHAR 773

P4 Year
Department Course Number Course Title
Acute Care Pharmacy Practice I

Advanced Hospital Pharmacy Practice

Geriatrics Pharmacy Practice
Ambulatory Care Pharmacy Practice

Elective |
Elective I1

Advanced Community Pharmacy Practice

Student Pharmacist Professionalism

Acute Care Pharmacy Practice II
Annual Total

Hampton University School of Pharmacy

First Year Professional
Fall Semester
?harma;;eutics I
Pharmaceutics Lab 1
Anatomy & Physiology
Anatonyy & Physiclogy Lab
Pharmaceuticat Care I
Physiological Chemistry

Profession of Pharmacy 1V

Summer Session

Community IPPE

Second Year Professional
Fall Semester
Pharmacokinetics
Medicinal Chemisiry II

Microbiology/Immunology

Credits
5

2
Total: 18
Credits
1

Total: 1

Credits

Spring Semester
Pharmaceutics IT
Pharmaceutics Lab II
Medicinal Chemistry I
Biostats/Literature Evaluation

Pharmaceutical Care I1

(2 weeks - 80 hrs.}

Spring Semester
Health Care Admin. II
Pharmaceutical Care IV

Intro to Clerkships

Course Credit
5.0

5.0
5.0
5.0
5.0
5.0
5.0
1.0
5.0
41.0
Credits
4
1
4
3
3
Total: 15
Credits
3
3
2
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Health Care Admin. I 2 DDM I*

Pharmaceutical Care [II 3 DDM Ii*

DDM IH*

Total: 18 Total:

*Drug and Disease Management

Summer Session Credits
Institutional IPPE )\ (3 weeks - 120 hrs.)
Total: 1

Third Year Professional

Fall Semester Credits Spring Semester
Pharmaceutical Care V 3 Pharmacy Law & Fthics
Patient Assessment 1 Pharmacy Practice Lab
Patient Assessment Lab 1 DDM VII
DDM IV 3 DDM VI
DDMV 3 Professional Elective (2)
DDM VI 4
Research Methods 1
Professional Elective (1) 2
Total: 18 Total:
Summer Session Credits
Elective IPPE 1 (3 weeks - 120 hrs.)
Total: 1

Fourth Year Professional
Three Semester Period

PHA 650
PHA 651
PHA 652
PHA 670
PHA 671
PHA 672
PHA 683
PHA 685
PHA 690

Seminar I

Seminar I

Seminar HI

Community Pharmacy Practice Experience®

Institutional Pharmacy Practice Experience®
Community/Institutional Pharmacy Practice Experience™
Geriatrics™**

Administration/Management*™

Internal Medicine I

18

Credits

2

18

Credits
1

th W th in b Ly = =

52




PHA 651 Ambulatory Care I
PHA 692  Ambulatory Care II
PHA 693  Pediatrics®*

PHA 694  Psychiatry**

PHA 695 Drug Information®*
PHA 696  Elective

PHA 699 Internal Medicine II

*Any {2) of the {3)
**Any {1)of the (5)

Total 43.0 over 3 semesters {Summer, Fall, & Spring)

Shenandoah University Bernard J. Dunn Schoo!l of Pharmacy
First Professional Year (P1)

FALIL

PHAR 501: Introduction to Pharmacy
Practice

PHAR 508: Pharmaceutics I
{Calculations)

PHAR 516: Introductory Pharmacy
Practice Experience I

PHAR 518: Patient
Counseling/Communications

PHAR 523: IBHS I Biccompounds and
Biochemistry

PHAR 524: IBHS II: Endo, Skin, Bone,
Muscie

PHAR 525: IBHS III: Nervous System

PHAR 326: IBHS; Lab 1

PHAR 531: Psychosocial Aspects of

. Disease

Semester Total

FALL

PHAR 600: Pharmacokinetic Principles
PHAR 603: Basic Principles of

Pharmacology
PHAR 604: Nonprescription Products

PHAR 605: Qutpatient Pharmacy Practice

Lab
PHAR 617: Pharmacotherapy Qutcomes

PHAR 627: Clinical Research
Methods/Biostatistics

PHAR 628: Clinical Research
Methods/Biostatistics Lab
General Elective

Credit Hrs.
3

2

1

2

17

SPRING
PHAR 512: Pharmaceutics If
PHAR 513: Pharmaceutics I Lab

PHAR 517: Introductory Pharmacy
Practice Experience I
PHAR 3527 IBHS IV: Cardiovascular

PHAR 528: IBHS V: Immuaology,
Respiration, Digestion

PHAR 529: IBHS VI: Renal,
Reproduction, Development
PHAR 330: IBHS: Lab I1

PHAR 534: Essentials of
Pharmacogenomics

Semester Total

Second Professional Year (P2)

Credit Hrs.
3

3

2

SPRING

PHAR 601: Drug Literature Evaluation
PHAR 602: Drug Literature Evaluation
;“?EAR 607: ICARE: Respiratory
PHAR 608: ICARE: Renal

PHAR 619: ICARE: Cardiovascular
PHAR 632: Applied Pk and PGx I
PHAR 655: Introductory Pharmacy

Practice Experience IH
Professional Elective(s)

h L h L L Lh Lh

Credit Hrs.

4

1

17

Credit Hrs.

2

1

2
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Semester Total

FALL

PHAR 701: ICARE:
Endoecrine/Reproduction

PHAR 704: Professional Practice
Management I

PHAR 709: ICARE:
Hematology/Oncology

PHAR 718: ICARE: Infectious Disease
PHAR 723: Patient Assessment I
PHAR 725: Introductory Pharmacy
Practice Expertence [V

PHAR 733: Applied Pk and PGx 11

Professional Elective(s)

Semester Total

FALL

PHAR 800: Ambulatory Care APPE
PHAR 801: Community Clinical APPE
PHAR 804: Institutional APPE

PHAR B07A: Selective I APPE

PHAR 825: Pharmacy Practicum APPE

Semester Total

17

Semester Total

Third Professional Year (P3)

Credit Hrs.

2

3

3

18

SPRING

PHAR 700: ICARE: GI/Nutrition
PHAR 708: ICARE: Musculoskeletal
PHAR 712: Professional Practice
Management 1T

PHAR 713: Sterile Compounding Lab
PHAR 717: Pharmacy Law

PHAR 720: ICARE: Neuro/Psychiatry
PHAR 724: Patient Assessment I
PHAR 734: Applied Pk and PGx Il
PHAR 735: Introductory Pharmacy

Practice Experience V
Semester Total

Fourth Professional Year (P4)

Credit Hrs.

5

5

5

13

Appalachian College of Pharmacy

Fall Semester: P1 curriculum

SPRING

PHAR 803: In-Patient Acute Care APPE
PHAR 806: Selective APPE

PHAR BO7B: Selective Il APPE

PHAR 808: Advanced Pharmacy APPE

Semester Total

PROGRAM TOTAL

PHA 0100 Introduction to Pharmacy and Health Care Systems 3 Credits
PHA 0112 Cellular Biology and Biochemistry 6 Credits
PHA 0130 Principles of Immunology and Hematology 2 Credits

PHA 0120 Pharmaceutical Calculations 3 Credits

PHA 0125 Pharmaceutics and Biopharmaceutics 4 Credits
PHA 0140 Communication and Professional Development 2 Credit

Total Credits: 20 hours

17

Credit Hrs.
2

2

3

18

Credit Hrs.
5

5
3

5

18

140
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Spring Semester: PI curriculum

PHA 0135 Introduction to Jurisprudence and Pharmacy Law 1 credit

PHA 0150 Autonomic Nervous System /Central Nervous: Medicinal Chemistry and
Pharmacology 5 Credits

PHA 0155 Gastrointestinal Pharmacology and Medicinal Chemistry 2 Credits

PHA 0160 Cardiovascular, Renal, and Pulmonary: Pharmacology and Medicinal Chemistry 4
Credits

PHA 0200 Applied Clinical Pharmacokinetics 2 Credits

PHA 0175 Pharmaceutics Lab I I Credit

PHA 0180 OTC Products 2 Credits

PHA 1010 EPPE I 1 Credit

PHA 0195 Pl Pharmacy Milestone Examination 0 Credits (pass/fail)

Credit hours: 18 hours

Summer Semester: P2 curriculum

PHA 2010 CPPE I3 Credits

PHA 2020 CPPE II 3 Credits

PHA 0145 Introduction to Anti-infective Agents 4 Credits

PHA 0165 Endocrine System: Pharmacology and Medicinal Chemistry 3 Credits
PHA 0170 Clinical Toxicology 1 Credits

PHA 0210 Drug Information, Clinical Research, and Biostatistics 3 Credits

Total Credits: 17 hours

Fall Semester: P2 curriculum

PHA 0220 Diseases of the Renal System and Fluid and Electrolyte Disorders 4 Credits

PHA 0225 Diseases of the Immune System, Skin and Connective Tissue Disorders 3 Credits
PHA 0282 Diseases of the Neurological System and Psychiatric Disorders 6 Credits

PHA 0242 Diseases of Cardiovascular and Respiratory Systems 6 Credits

PHA 0250 Patient Assessment and Case Studies I 1 Credit

PHA 0260 Pharmaceutics Lab II 1 Credit

PHA 2030 EPPEII 1 Credit

Elective 1 Credit

Total Credits: 23 hours

Spring Semester: P2 curriculum

PHA 0232 Infectious Disease 5 Credits

PHA 0275 Diseases of the Gastrointestinal System, Disorders of Nutrition and Metabolism and
Bariatrics 4 Credits

PHA 0270 Diseases of the Hematological System and Oncological Disorders 5 Credits
PHA 0215 Pharmacy Administration 3 Credits

PHA 0251 Patient Assessment and Case Studies II 1 Credit

PHA 2040 EPPEII 1 Credit

PHA 0298 P2 Pharmacy Milestone Examination 0 Credits (pass/fail)

Elective 1 Credit

Credit hours: 20 hours
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Summer Semester: P3 curriculum

PHA 0265
PHA 0290

Disease of the Endocrine and Reproductive System 4 Credits
Pharmacotherapeutic Considerations in Special Populations (Pediatrics, Geriatrics,

Pregnancy/Lactation) 4 Credits

PHA 0300

Advanced Jurisprudence and Pharmacy Law 2 Credits

Credit hours: 10 hours

PHA 3010-3080 APPE 1 through VI, 5 Credits Each

PHA 3010
PHA 3020
PHA 3030
PHA 3040
PHA 3050
PHA 3060
PHA 3070
PHA 3080
PHA 0399

Community Health and Wellness

Hospital/Health System Pharmacy

Community Patient Care

Ambulatory Care

Acute Care, Inpatient and General Medicine

APPE Elective

APPE Elective

APPE Elective

P3 Pharmacy Milestone Examination 0 Credits (pass/fail)

Credit hours: 40 hours
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Review of Potential Pharmacist Scope of Practice Barriers to the Development of Effective
Team Approaches to Healthcare Delivery in Virginia

SUMMARY OF PUBLIC COMMENT
AS OF AUGUST 17,2012

Below is a summary of the comments received by the Board office between the Public Hearing
held on July 23rd and August 17th in order of receipt.

Oral Comment at the Public Hearing, July 23, 2012
One speaker, who represented the Virginia Pharmacy Congress, presented oral comment
during the Public Hearing. The following 21 points detail the comment as well as response to

guestions posed by the Regulatory Research Committee and staff.

Janet A, Silvester, RPh, MBA, FASHP, Director of Pharmacy and Emergency Services, Martha
iefferson Hospital, Charlottesville, VA — speaking on behalf of the Virginia Pharmacy Congress

1. Virginia Pharmacy Congress {VPC) had been in existence since 1998 and consists of the
Virginia Society of Health System Pharmacists, Virginia Pharmacist Association, the Virginia
Association of Chain Drug Stores, Virginia Commonwealth University School of Pharmacy,
Appalachian College of Pharmacy, Hampton University School of Pharmacy, Shenandozh
School of Pharmacy, and Epic Pharmacies.

2. Two representatives from the Virginia Board of Pharmacy serve as ex officiate of directors.

3 VPUs mission is to serve as a catalyst to advance the pharmacy profession in Virginia
through discussion, understanding and action, regarding matters of common interest to
Virginia pharmacists, pharmacy organizations and institutions, and constituencies served
with respect to professional, education, ethical, technological, legislative, and regulatory
issues.

4. VPChas reviewed the Virginia Health Reform Initiative Advisory Council’s December 2010
report and is supportive of the report’s statement related to changing scope of practice
laws to permit more health professionals to practice up to the evidence based limit of their
training. VPC agrees that Virginia is facing serious access to care issues and that pharmacists
are uniguely positioned to be part of the solution due to their accessibility in the
community and their education and training.

5. VPC's written response to the study workplan is intended to inform the work of the
Commitiee.

6. VPC believes that improving patient care and health system outcome can be realized
through advanced pharmacy practice. VPC holds that pharmacists are significantly
underutilized in the health care delivery system and that when pharmacists are integrated
into direct patient care through collaborative practice with physicians or other members of
the health care team, patient outcomes are improved. Evidence is cited from Chisholm and




Burns, et al. (2010),* an extensive systematic review and analysis of 298 research studies.
This review demonstrates improved patient outcomes across health care settings and
disease states, in inpatient settings, with reduced re-admissions, length of hospital stay, and
mortality. Improved clinical markers were demonstrated in ambulatory care settings for
patients with diabetes, heart failure, hypertension, and dyslipidemias, among other chronic
diseases,

7. The 2011 report to the U.S. Surgeon General® describes the management of diseases
following initial diagnosis, through a number of patient care services that pharmacists
deliver in a variety of practice settings through collaborative practice agreements. Services
discussed included performing or obtaining necessary health and functional status
assessments, initiating or discontinuing treatment to manage disease according to
therapeutic goals agreed upon by the primary provider and the patient. They also involved
ordering, interpreting, and monitoring laboratory tests, formulating clinical assessments
and developing therapeutic plans, documentation, and communication of essential
information about the care delivered to other appropriate healthcare provider. Patient and
caregiver education and training to enhance understanding and the appropriate use of
medications and adherence with treatment regimens were also noted as were providing
care, coordination, and services for wellness and disease prevention.

8. Ms. Silvester asked that a specific recommendation be made to revise the existing
regulations for collaborative practice agreements in Virginia. She indicated that they want
to work with the Medical Society of Virginia and Virginia Nurses Association in this process
as they did when the original collaborative practice agreement language was introduced in
1998.

9. Ms. Silvester indicated that the 2011 report to the Surgeon General referenced earlier also
indicates that medications are involved in 80 percent of all treatments and that drug-
related morbidity and mortality are estimated to cost the U.S. $200B per year. She further
strongly suggested that expanded roles for pharmacists as part of a collaborative health
care team couid significantly improve the human and financial impact associated with
adverse drug outcomes, She notes that pharmacists can help improve access to care and
the quality and safety of medication use. She further indicates that the value of
interdisciplinary collaboration must be enhanced to realize the best patient outcomes as a
result of each team member providing their specific expertise to assure that quality care is
delivered. :

10. In follow-up, Ms. Silvester was specifically asked whether the VCA is seeking to be able to
initiate and modify prescription. She replied that that would be part of the

' Chisholm-Burns, M, A,, Kim Lee, J., Spivey, C.A., Slack, M., Herrier, R.N., Hall-Lipsy, E., Graff Zivin, I, Abraham, L, Palmer, J., Martin,
LR, Kramer, S, and Wuez, T, (2010). US pharmacists” effect a5 tearn members on patient care; Systematic review and meta-analyses. Medical
Care, 48_(10), 923-933. Accessible through htp:/ioumals. lww. com/lww-

medicalcare/Fulltext/2010/10000/US Pharmecists__Effect as Team Members on Patient. 10.aspx7WT.me id=HPxADx201003 19xMP

2Gii)€fson, 3., Yoder, S, Lee, MLP. (2011). Improving patient and health system outcomes through advanced pharmacy practice, U, §. Public
Health Service, Dec. 2011. Accessible through

hetp:/ficurnals. lww, com/Tww-
medicalcare/Fulltext/2010/10000/US Pharmacists_ Effect as Teamn Members _on_Patient,10.aspx?WT.me id=HPXxADX201003 19:0VP




11,

12.

13,

14.

15.

16,

17.

18.

recommendation sought, within the context of collaborative agreements based upon

agreed upon protocols between the provider and pharmacist.

When followed-up further as to whether statutory change would be needed, Ms. Silvester
indicated that VCA would expand on this further in written comment to be submitted after
the hearing. However, the intent is to add initiation of therapy.

Ms. Silvester was asked whether VCA had information on any difference in the incidence of
malpractice in North Carolina and New Mexico, states which permit initiation of therapy, in
comparison with other states. She indicated that they did not. Neither did staff.
Ms. Silvester was asked about the training pharmacists receive in managing disease and
order plans, and the criteria required such is the case for physician assistants or nurse
practitioners. Ms. Silvester indicated that written comment is to be provided subsequent to
the public hearing that will articulate expectations about credentials and training in addition
to the workplan response that previously provided the schools of pharmacy curricula. She
noted that with regard to initiation of therapy, pharmacist training best prepares the
practitioner. She further indicated that the comments would refer to how recent a
pharmacist’s training was and how it relates to the existing curriculum. It would speak to
years of experience, residency training, board certifications, program accreditation and
other means of assuring appropriate credentials.

Ms. Silvester was asked how the patient would be made aware of the coordination of their
care, team membership, and who is making decisions. Ms. Silvester indicated that sharing
information is essential and referred to previous personal experience of a pharmacist she
knew who has worked with primary care physician practices under collaborative practice.
Their patients were made aware that the pharmacist was part of the team and helping with
management of disease states.

Ms. Silvester was asked to expand on the pre-requisite coursework required prior to
entering pharmacy school that would be of greatest relevance to initiating therapy,
especially microbiology, physiology and anatomy. She reported that VCA would be sure to
include this information in the written comments
When asked whether there were any concerns among the pharmacy community on the
potential to require a separate certification similar to North Carolina’s or New Mexico’s
provisions. Ms. Silvester indicated that there were differences of opinion. Practitioners
who had been out of school for many years may have concern about how to demonstrate
specific competencies. She noted that additional certification could help validate the
knowledge and skill necessary for safe practice and reported that the written comment
would articulate expectations related to education.

In response to a question concerning who bears ultimate responsibility for patient care, Ms.
Silvester indicated that, in her view, the physician is a team leader, and there are delegated
duties to the other team members, but they still share accountability for care. She noted
that part of the protection for the physician is that there is an agreement in advance
concerning treatment protocols. Unusual circumstances would prompt conversation
between the team members.
When asked whether expanded practice authority would be limited to management of
chronic diseases, Ms. Silvester responded that that VPC had not made a final determination.

3
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Patients frequently present with multiple morbidities and some have complex issues that
make their therapeutic regimens more challenging.

When asked whether pharmacists with advanced practice authority should be limited to
Schedule VI (non-opioid medications), Ms. Silvester responded that they should also be
permitted the full range of prescriptive medications.

When asked if pharmacists should be incorporated not only into primary and health
systems patient care teams, but expanded practices at the local retail pharmacy, Ms.
Silvester responded that the issue relates primarily to patient need and access and effective
therapeutic management across settings as patients transition regardless of location. She
noted that the ready accessibility of pharmacies for most patients make them a good portal
for the underserved.

When asked if current collaborative practice agreements can be strengthened without
consideration of prescriptive authority, Ms. Silvester responded that the current language
requires a specific agreement between a pharmacist and a physician. Ifthe pharmacist was
going to support a primary care practice with multiple physicians, he would have to have a
separate agreement with each rather than the practice as a whole. The original language
was created in 1998, and the way that care is delivered today is very different than then.

Written Comment

Janet Silvester - july 24, 2012

Ms. Silvester wished to clarify that the Virginia Pharmacy Congress is seeking including
“initiation of therapy” only within the context of a mutually agreed upon collaborative practice
agreement that rests on protocols and treatment plans that have been agreed upon in advance.

They are not seeking independent prescriptive authority. Their desire is to work within a team
based model of care that is best for the patient and healthcare system as a whole.

Timothy S. Musselman, Pharm.D., Executive Director, Virginia Pharmacists Association -

August 17, 2012

Dr. Musselman supports the following changes to increase utilization of collaborative practice
agreements:

1. Allow patients the choice of opting out of collaborative agreements rather than
requiring them to “optin,”

2. Add disease-state specific protocols rather than patient-specific ones,

3. Allow collaborative agreements to include all patients under the care of a physician or
physician group. The medical director of a group practice could authorize practice-wide
collaborative agreements which better reflect the growing culture of expanding group
practices through evolving Accountable Care Organizations and Patient Centered
Medical Home team models,

4. Include nurse practitioners and physician assistants to be specifically listed as
authorizers of agreements in addition to physicians, and
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5. Allow the use of electronic protocols.

Dawn Havrda, PharmD, FCCP, BCPS, Professor and Chair, Department of Pharmacy Practice,
Shanandoah University, Dunn Schoo! of Pharmacy — August 17, 2012.

Dr. Harva cites the increase in demand due to health care reform and the projected physician
shortage, noting that pharmacists are academically prepared, ready, and able to work with
physicians to help address the anticipated “health care void.”

Dr. Harva notes that current collaborative agreements may relate to treatment using drug
therapy, laboratory tests, or medical devices to improve patient outcomes using a specific
protocol. She echoes Dr. Musselman’s recommendations #1 through #5, above, and adds that
“implementation” and/or “initiation” of drug therapy should be provided as an option in
collaborative agreements between the pharmacist and physician for post-diagnosis
management of a medical condition. She notes that pharmacists are uniguely positioned to
work in conjunction with physicians in managing drug therapy of a chronic disease state and
indicates all options in managing a disease state should be available to the physician and
pharmacist when they create a collaborative agreement and treatment protocol. She cites
diabetes management as an example.

Rodney L. Stiltner, Pharm.D., Director, Pharmacy Services, VCU Health System, Medical
College of Virginia Hospitals, Clinical Associate Professor, VCU School of Pharmacy,
Department of Pharmacy Services representing the Virginia Society of Health-System
Pharmacists and the Colleges of Pharmacy (Appalachian, Hampton, Shenandoah, and VCU) -
August 17,2012

Dr. Stiltner provided the Committee with additional information concerning the curriculum and
prerequisites for the training of pharmacists. A minimum of 95 semester hours as specified in
the following listing of courses is required prior to admission for students entering in the Fall

3
semester.

General Biology {8 hrs.": 6 lecture and 2 laboratory) English (6 hrs.)

College Chemistry (8 hrs.: 6 lecture and 2 laboratory) Calculus {3 hrs.)

Organic Chemistry (8 hrs: & lecture and 2 laboratory) Statistics {3 hrs.)

Physics {4 hrs.: 3 lecture, 11aboratory) Public Speaking (3 hrs.)

Human Anatomy (3 hrs. with 1 taboratory hr. preferred} | Biomedical Science Foundation
Human Physiology (2 hrs.) and Elective Courses (35 hrs.)
Microbiology {3 hrs. with 1 laboratory hr. preferred)

Biochemistry (3 hrs.)

* Neither College Board Advanced Placement Tests nor International Baccalaureate program courses in math or
science are accepted as fulfiling requirements.

* Hours listed are semester hours.
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Dr. Stiltner reports that 95% of entering classes for the past several years have previously
earned a bachelor’'s degree.

As discussed at the public hearing, Dr. Stiltner holds that patient medication related outcomes
are improvable and health system costs reducible by optimizing collaborative practice
agreements that comport with the six recommendations noted in Dr. Musselman’s and Dr.
Havrda's comments, above. He cites the findings described in the Chisholm-Burns et al {2010)
meta-analysis study and the 2011 report to the U.S. Surgeon General referenced earlier.

He further notes the American Academy of Family Physicians (AAFP) position paper on
pharmacists.”

Dr. Stiltner references the Vision for the Future of Pharmacy adopted by the Joint Commission
of Pharmacy Practitioners © and notes that pharmacy educators have been preparing pharmacy
students for years to fulfill responsibilities for the rational use of medications contingent upon
their authority and autonomy to manage medication therapy and communicate and collaborate
with patients, caregivers, other health professionals, and qualified support personnel.

He also references success across the country in integrating pharmacists care within community
health teams and the development of comprehensive medical homes through the Patient
Safety and Clinical Pharmacy Services Collaborative supported by the Health Resources and
Services Administration, Centers for Medicare and Medicaid Services and State Quality
improvement Organizations. ’ He notes that his group believes that Congress envisioned in the
2010 Patient Protection and Affordable Care Act a collaborative care mode! for Medicare
recipients that incorporates medication management services to “manage chronic disease,
reduce medical errors, and improve patient adherence to therapies while reducing costs and
hospital readmissions” and that this management includes selection or initiation of therapy if
authorized by the states.

Dr. Stiltner notes that the recommended changes will allow prescribers who wish to implement
team-based care to enter into “more comprehensive collaborative practice agreements as a
means to optimize the efficiency of their patient centered team care medical home practice.”
He further states that “these changes should make these agreements more effective and
increase their use by pharmacists and physicians and improve access, health outcomes and
reduce costs associated with the provision of care in Virginia.”

5 American Association of Family Practitioners. (December 2001 Board and 2003). Position paper; Pharmacists.
Available at hitp://www.aafp.org/online/en/homespolicy/policies/p/pharmacistspositionpaper. html.

¢ Joint Commission of Pharmacy Practitioners (2004, November). Vision statement. Available from the American
Coliege of Clinical Pharmacy’s website hitp://www acep.com/docs/positions/misc/ICPPVisionStatement. pdf

71.8. Department of Health and Human Services Heaalth Resources and Services Administration Aptient Safety
and Clinical Pharmacy Services Collaborative website:
http://www,hrsa sov/publichealth/clinical/patientsafety/index html.




Jackson, Laura (DHP)

From: Carter, Elizabeth A, (DHP)

Sent: Tuesday, July 24, 2012 2:58 PM

To: Silvestet, Janat .

Ce: Jackson, Laura (DHP)

Subject: RE: Follow up from the Public Hearing Yesterday
Dear Janet:

Thank you for your comments yesterday. Your answers were most helpful.

Because the study’s aim is to address potential barriers to health team delivery, [ believe it was clear to the Regulatory
Research Committee members and staff you're your statements about “prescriptive authority” referred to collaborative
initiation. But thank you for clarifying.

Your e-mail will be conveyed to the Committee along with alf the written comment received until August 15, 2012,
Please let me know if you have any questions.
Very hest regards,

Flizabeth

.Frélm: Siiveéter, Jaﬁet ]maiIto:.J.ane.t.SiIvérster@rmjh.brg]
Sent: Tuesday, July 24, 2012 1:37 PM
To: Carter, Elizabeth A, {DHP)

Subject: Follow up from the Public Hearing Yesterday
Dr, Carter,

| wanted to foltow-up with you regarding my comments yesterday and the intent of the Virginia Pharmacy
Congress. Thank you so much for the opportunity to speak and for your thoughtful questions. | do want to be
sure, however, that what we are talking about is ciear. We are looking at including “initiation” of therapy in the
language but only in the context of mutually agreed upon collaborative practice agreements which rest on
protocols and reatment plans that have also been agreed upon in advance. We are not seeking independent
prescriptive authority which | believe is a very different animal. Qur desire has always been based solidly on a
team based care model which we believe Is best for the patient and best for the healthcare system as a whole.
Piease feel free to contact me at any time should | be able o help clarify anything. Thanks again for the
opportunity and for the work you are doing.

Sincersly,
Janet

Janet A, Silvester, RPh, MBA, FASHP
Director of Pharmacy and Emergency Services
Martha Jefferson Hospital

500 Martha Jefferson Drive

Charlottesville, VA 22911

Office: 434-654-7055




Fax: 434-654-7060
email: janet silvester@mih.org

A member of Sentara Healthcare

Email Confidentiality Notice: The information contained in this transmission is confidential, proprietary or
privileged and may be subject to protection under the law, including the Health Insurance Portability and
Accountability Act (HIPAA). The message is intended for the sole use of the individyal or entity to whom it is
addressed. If you are not the intended recipient, you are notified that any use, distribution or copying of the
message is strictly prohibited and may subject you to criminal or civil penalties. If you received this
transmission in error, please contact the sender immediately by replying to this email and delete the material
from any computer.




Jackson, Laura (DHP)

From: Tim Musselman [tim @virginiapharmacists.org]

Sent; Friday, August 17, 2012 2:02 PM

To: Jackson, Laura {DHFP)

Ces Carter, Elizabeth A. (DHP): david.creecy@att.nat; Kuet Bell; James Pickral

Subject: Virginia Pharmacists Association public comments - pharmacist scope of practice barriers to
effective team delivery

Attachments: VirginiaPharmacistsAsscciation_CalIaborative-AgreementsmComments—8-17~12.pdf

Laura,

Please see attached comments from the Virginia Pharmacists Association for the Board of Health Profession’s
pharmacist scope of practice barriers to effective team delivery study.

Feel free to contact me if you have any questions,
- Tim

Timothy S. Musselman, Pharm.D.
Executive Director

Virginia Pharmacists Association
2530 Professional Road

North Chesterfield, VA 23235
Phone: 804-285-4145, ext 309

Fax: 804-285-4227

tim@virginiapharmacis t5.0rg
www. virgintaphanmacists org




' VIRGINIA P}

2530 Professional Road ~ Richmond, Vigginia 23235
Phone: (304) 2854145 Fax: (804) 285-4227
E.Mail: vpha@vizginiapharmacists.org wwew virginiaphanmacists.org

ASSOCIATION

August 17, 2012

Elizabeth A. Carter, Ph.D.

Executive Director

Virginia Board of Health Professions
Perimeter Center

9960 Mayland Drive, Suite 300
Henrico, VA 23233-1463

Dear Dr, Carter,

The Virginia Pharmacists Association appreciates the opportunity to provide comments in support of enhancing the
Commonwealth’s current collaborative agreements, Collaborative agreements in Virginia are voluntary and defined
arrangements between a pharmacist and a prescriber following a specific protocol related to treatment using drug therapy,
laboratory tests or medical devices for the purpose of improving patient outcomes. While there currently are active
collaborative agreements oceurring in Virginia between physicians and pharmacists, we feel that the utilization of
collaborative agreements could be greatly increased with the following changes:

1. Patients may choose to opt out of a collaborative agreement rather than choosing to opt in.
*  Allowing patients to opt out of an agreement will allow for greater patient utitization of collaborative
agreements.
2. Addition of disease-state specific protocols,
*  Currently protocols in Virginia are patient-specific. Greater flexibility will be gained by expanded
protocols 1o include disease-state specific protocols as well.
3. Allowance for collaborative agreements to include all patients under the care of a physician or a physician group
practice,
+  Currently, collaborative agreements are on a per-patient and per-physician basis. With the expansion of
group practices and the introduction of Accountable Care Organizations and Patient-Center Medical
Home maodels, the allowance for a medical director of a group practice to authorize a practice-wide
collaborative agreement would greatly increase access to services provided under these partnerships,
4. Nurse Practitioners and Physician Assistants specifically listed as authorizers of agreements.
¢ Because they will be part of patient care teams in the Commonwealth, it is important to include NPs and
PAs in the language authorizing cooperative care provided by pharmacists to patients under a
collaborative agreement,
5. Allowance for Electronic protocols.
+  Currently under collaborative agreements, protocols must be written. Since the adoption of Virginia's
collaborative language in 1999, electronic technology in the medical field has increased substantiaily.

VPhA appreciates the opportunity to submit comments on enthancements to the current coliaborative agreements, We feel
as an organization that the changes suggested above will greatly increase utilization of collaborative agreements between
prescribers and pharmacists and improve patient care delivery throughout the Commonwealth. Please feel free to reach
out to us if you have any questions concerning these recommendations.

Sincerely,

o

Timothy S. Musselman, Pharm.D.
Executive Director
Virginia Pharmacists Association




Jackson, Laura {DHP)

From: Rodney Stiltner [rstiltner @ mevh-veu.edu]

Sent: Friday, August 17, 2012 3:18 PM

To: Carter, Elizabeth A. (DHP)

Ce: Jackson, Laura (DHP)

Subject: Written Response - RRC - Pharmacy

Attachments: Comments to Virginia Board of Health Professions RRCAUG12 August 17 2012 final.docx
Hi Dr, Carter:

After the 7/23/2012, BHP public hearing, some pharmacy organizations have provided a written response
for the Regulatory Research Committee. Please accept this written response from the Virginia Soclety of
Health-System Pharmacists and the Colleges of Pharmacy in Virginia (Appalachian, Hampton, Shenadoah,
and VCU).

See attachment for comments.

In addition, we are on our 2nd draft of the pharmacy technician scope of practice and will present that
document to the BPH for review,

Thanks for your assistance and let me know if you have any comments.
Have a great weekend!
rodney

Rodney 1 Stilther

Director, Pharmacy Services

VCU Health System

Medical College of Virginia Hospitals

Clinlca! Associate Professor

VCU School of Pharmacy

Department of Pharmacy Services

PO Box 980042

Richmondg, VA. 232488

Phone: 804,828.5468

Fax: 804.828,5589

NOTE: The Information contained in this message may be privileged and confidential and protected from
disclosure. If the reader of this message is not the intended recipient, you are hereby notified that any
dissemination, distribution or copying of this communication is strictly prohibited. If you have received this
communication in error, please notify us immediately by replying to the message and deleting it from your
computer,

VCU Health System

http://www veuhealth.or




August 17, 2012

Virginia Board of Health Professions
Regulatory Research Committee
Perlmeter Center

9560 Mayland Drive, Suite 200
Henrico, VA 23233-1463

Dear Members of the Committee:

During the public hearing on July 23", the Committee had some questions regarding the curriculum and
the prerequisites for the training of pharmacists, In addition to the PharmD curricula provided in the
study work we submitted to the Committee, we have included the prerequisites required prior to
admission to the VCU School of Pharmacy as an attachment to this letter. Please note that over 95% of
all those in the entering classes for the last several years have previously earned a bachelors degree,

As was noted in the comments from the Virginia Pharmacy Congress at the public hearing on July 23",
we believe that patient medication related health outcomes can be improved and health system costs
reduced through the transformation of pharmacy practice which incorporates the recommendations we
are proposing to the scope of pharmacist practice. When pharmacists are integrated into direct patient
care through collaborative practice agreements with physicians or other members of the heatthcare
team, patient care outcomes can be improved. :

* According to a recent systematic review and meta-analysis of 298 research studies by Chisholm-
Burns et al, integrating pharmacists into direct petient care results in improved outcomes across
health care settings and disease states. These positive impacts have been seen in both inpatient
care settings with reduced readmissions, reduced length of hospital stay and redyced mottality,
as well as, in the ambulatory setting as evidenced by improvement in the attainment of clinicaj
goals for patients with diabetes, heart failure, hypertension, dyslipidemias, and multiple other
chronic diseases,

* As was articulated in the 2011 Report to the U.S. Surgean General, following an initial diagnosts,
pharmacist delivery of an array of patient care services in a variety of practice settings through
collaborative practice agreements has led to significant improvements in patient outcomes.

in order to optimize the use of collaborative practice agreements in Virginia, we support the following
changes to current coliaborative practice language:

* Patfents may choose to opt out of a collaborative agreement rather than choosing to opt in.
a. Allowing patients to opt out of an agreement will allow for greater patient utilization of
collaborative agreements.

*  Addition of disease-state specific protocols.




a. Currently protocols in Virginia are patient-specific. We feel that the definition of an
acceptable protoco! be expanded to include disease-state specific protocois that are
applicable to multiple patients.

* Allowance for collaborative agreements to include ol patients under the care of a physician or
o physician group practice,

a. Currently, collaborative agreements are stipulated to only be for a patient and
authorized by a physician. With the expansion of Eroup practices and the introduction
of Accountable Care Organizations and Patient-Center Medical Home models, the
allowance for a medical director of a group practice to authorize 3 practice-wide
collaborative agreement would greatly increase access to services provided under these
collaborative practice agreements,

* Nurse Practitioners and Physician Assistants specifically listed as authorizers of agreements.

a. Because these providers are becoming a more important part of patient care teams in
the Commonwealth, we feel that it is important to include NPs and PAs in the language
as individual prescribers authorized to enter into a cofiabofative practice agreement.

¢ Allowance for Electronic protocols.

a. Currently collaborative practice agreements and the associated care protocols must be
maintained in written format. Since the adoption of Virginia’s collaborative language in
1939, electronic technology in the medical field has increased substantially and we
therefore recommend that these protocols which are integral to the collaborative
practice agreement be able to be implemented and maintained as electronic

documents.

In addition to these changes, we éncourage active consideration of the expansion of existing
collaborative practice agreement regulations to allow prescribers to authorize pharmacists to select,
initiate, or implement drug therapy, following the provision of an initial diagnosis, for those pharmacists
working in team based practice settings. In a position paper on pharmacists the American Academy of
Family Physictans (AAFP) stated that the cancept of coordinated and team-based care is a foundational
premise of integrated care models such as the patient-centered medical homes (PCMHs) and
accountable care organizations (ACOs). The AAFP position paper stated that "The AAFP supports

arrangements where the pharmacist is part of an integrated team-based approach to care.”
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There is also a growing body of evidence, which is summarized in the Chisholm—Burns et al and 2012
Public health services pharmacists report to the Surgeon General, that medication management
programs can make positive contributions to patient heaith and reduce the costs associated with
delivery of quality health care. in many of these studies, pharmacists led the medication management
programs. These findings support the vision for pharmacy’s future that was adopted by the Joint
Cornmission of Pharmacy Practioners, which represents all of the national pharmacist organizations, in
2005 that “Pharmacists will have the authority and autonomy to manage medication therapy..and will
cemmunicate and collaborate with patients, caregivers, health care professionals, and qualified support
personnel in fulfilling their responsibllity for the rational use of medications.” Those of us who are
educators have been preparing student pharmacists to take on these responsibilities for years and we
are confident that they can effectively collaborate with their health professional colleagues to advance

the health of all Virginians.

Indeed, hundreds of pharmacists as part of the patient safety clinical pharmacy collaborative have been
integrated into community health teams across the country with the support of the Health Services and
Resources Administration, the Center for Medicare and Medicaid Services, and State Quality
Improvement organizations. These initiatives have enhanced the development of comprehensive
medical homes which have increased patient access to comprehensive, community based, coordinated
care, Finally we believe it is noteworthy that Congress envisioned a collaborative care model along the
lines we are recommending for Medicare recipients in the 2010 Patient Protection and Accountable
Care Act, where the desired medication management services 10 manage chronic disease, reduce
redical errors, and improve patient adherence to therapies while reducing costs and hospital

readmissions includes selection or inltiation of therapy if authorized by the states,

We are grateful for the opportunity to share our perspectives regarding the current pharmacist scope of
practice. Changes in the collaborative practice agreement ianguage will allow those prescribers who
desire to implement team-based care to enter into more comprehensive collaborative practice
agreements as 2 means 10 optimize the efficlency of their patient centered team care medical home
practice.  These changes should make these agreements more effective and increase their use by
pharmacists and physicians and improve access, health outcomes and reduce costs associated with the

provision of care for Virginians.

\\\



Thank you for the opportunity to share our vision for the future,

Sincerely,

The Virginia Society of Health System Pharmacists
Appalachian College of Pharmacy

Hampton University School of Pharmacy
Shenandoah University School of Pharmacy

Virginia Commonwealth University School of Pharmacy



Attachment

The loflowing prerequisite courses must be completed prior to admission for students entering in the Fall semester at
Virginia Commonwealth University Schoo! of Pharmacy. Courses eamed through Advanced Placement Tests of the
College Board or an International Baccalaureate program wilt not be accepted to fulfif prerequisite science and math
courses.

General Biology {6 8H lecture and 2 SH laboratory)
8 5H College Chemistry {8 SH lecture and 2 &M laboratory)

8S8H- Organic Chemistry (6 8H lecturs and 2 SH labotatory) "-

. .4 SH Physics {3 8H Jecture and 1 SH laboratory)
38H Human Anatomy (also, 1 SH lab is preferred)
3 8H Human Physiology
- 38H Microbiciogy (also, 1 8H lab is preferred)
: 3 8H Biochernistry
6 5H English ’
3 8H Caleulus
asH Statistics
. 38H Public Speaking

~ 358H Biomedical Science Foundation and Elective Courses?® -

‘GO 8H = Minimum Total
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Jackson, Laura {DHP)

From: Havrda, Dawn [dhavrda@su.edu}

Sent: Friday, August 17, 2012 4:05 PM

To: Jackson, Laurg (DHP)

Ce: Alan McKay

Subject: Shenandoah University School of Pharmacy comments for collaborative agreements
Attachments: SU recommendations for CPA language 8 17 201 2.pdf

Dear Laura,

Please find recommendations attached on behalf of Shenandoah University Bernard J. Dunn School
modifications to the collaborative agreements. Thank you for the opportunity to submif our recomme

Dawn Havrda

Dawn Havrda, Pharm.D., FCCP, BCPS
Professor and Chair

Department of Pharmacy Practice

Shenandozh University

Dunn School of Pharmacy

540-678-4358

dhavrda@su.edu
|

of Pharmacy for
ndations,

N



SHENANDOAH ™

UNIVV ERSI!I TY
Bernard ]. Dunn School of Pharmacy

August 17, 2042

Elizabeth A, Carter, #h.D.

Exscutive Director

Virginia Board of Health Professions
Parimeter Center

9950 Mayiand Drive, Suite 300
Henrleo, VA 23233-1483

Dear Dr. Carter:

Shenandoah University Bernard J. Dunn School of Pharmacy appreciates the opportunity fo provide comments in support of
enhancing the Commonweath's current collaborative practice agreements. In Virginia, collaborative practice agreements are
voluntary and define the relationship betwsen 2 pharmacist and a prescriber to provide patient care services. These agreements
may be related to treatment using drug therapy, laboratory fests or medical devices for the purpese of improving patient
outcomes using a specific protocoi, While active coflaborative agreements in Virginia exist befween physicians and pharmacists,
we feel ihat nesded changes to the regulations could increase the effective utiization of collaborative agreements, In addition,
with the up-coming reforms fo health care with the Accountable Care Act, there will be a greater demand for health care services
and there is 2 projected shortage of physicians to meet the demand. Pharmacists, as the most accessible health care provider,
are not only academically prepared, but ready and able to work coilaboratively with physicians to assist with ths patient care
demand and the projected health care void, To allow pharmacists to serve in this capacity, we recommend the following
changes be considered to the collaborative practice agreement regulations:

*  Addition of “implementation” and/or “Inftiation” of drug therapy as an option for the collaborative agreement betwaen
the pharmacist and physician for post-diagnosis management of a medical condition.

a. Pharmacists are uniquely positioned to work in conjunction with physicians in managing the drug therapy of a
chronic disease state after the physician has diagnosed the patient, This allows the physician fo fosus on
other aspects of the patient's care. Alf options in managing a disease state should be available fo the
pharmacist and physician when creating the collaborative agreement and treatment protocol,

b. Forinstance, a physician can refer a patient with diabetes to a pharmagist, in which there is a collaborative
agreement in place, to manage drug therapy to help the patient achieve the desired favel of glycemic control,
Given the numerous options for treatment of diabetes, 2 pharmacist can take the extra time io work with the
pafient and determine the optimal therapy based on pafient desires, characteristics, other disease staies,
and laboratory results. As aliowad by the physician, an option fo initiate andfor implement drug therapy
should be provided as a potantial management strategy that the phasmacist could use per the approved
disease state profocol,

*  Aliow patients tc “opt out® of a collaborative agreement rather than choosing to “opt in.”
a.  Allowing patients to opt out of an agreement will aliow for greater patient utilization of collaborative
agreements and is consistent with other heaith care appointments when physicians refer patients. Patients
always have the right not to follow through with a referred appointment,

*+  Addition of disease-state specific protocols.
a. Currently protocols in Virginia are patient-specific. The protacols shottid be expanded o inchude disease-
state specific pratocols as well,

Bernard J. Dunn Schoo) of Pharmacy
Department of Pharmacy Practice
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*+  Allow for collaborative agreements to include all patients under the care of a physician or a physician group practice.
8. Currently, collaborative agreements are on a per-patient and per-physician basis. With the expansion of
group practices and fhe infroduction of Accountable Care Organizations and Patient-Center Medical Rome
models, the allowance for a medical director of a group practice to authorize a practice-wide collaborative
agresment would greatly increase access to services provided under these parinerships,

*  Addition of Nurse Praciitioners and Physician Assistants specifically as authorizers of agreements.
a.  Because midlevel providers will be part of patient care teams in the Commonwealth, it is important to include
NPs and PAs in the language authorizing cooperative care provided by pharmacists to patients under a
collaborative agreemant,

*  Altow for electronic protocols,
a.  Currently under collaborative agresments, protocols must be written. Since the adoption of Virginia's
coliaborative fanguage in 1999, electronic fechnology in the medical field has increased substantially,

Cn behalf of Shenandoah University Bernard J, Dunn School of Pharmacy, we appreciate the opportunity to submit comments
on enhancements {o the current collaborative agresments. We feel that the changes suggested above will greatly increase
utifization of collaborative agreements between prescribers and pharmacists and improve patient care delivery throughout the
Commonwealth now and in the future. Please feel free o contact us if you have any gquestions concering these
recommendations.

Sincerely,
D‘m%am&.

Dawn E, Havrda, Pharm.D,, FCCP, BCPS
Professor and Chair

Department of Pharmacy Practice
Bamard J. Dunn School of Pharmacy
Shenandoah University

dhavrda@su.edy

Bemard J. Dunn School of Pharmacy
Department of Pharmacy Practice
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Guidance document: 110-23 Adopted: October 1, 2012

Virginia Board of Pharmacy

Dispensing with an Authorized Generic

“Authorized generic” is defined in 21CFR314.3 as a listed drug that, has been approved under section
505(c) of the Federal Food, Drug, and Cosmetic Act and is m , sold, or distributed directly or
indirectly to retail class of trade with labeling, packagmg (other than repackaging as the listed drug in
blister packs, unit doses, or similar packaging for use in i =) product code, labeler code, trade
name, or trademark that differs from that of the listed drug
which could be deemed therapeutically equivalent by tk

of the New Drug Application (NDA) for the br
being marketed as a generic through an agreement,
is not required since it is the same drug that has a
authorized generics are not classified asa:
to whether a pharmacist may dispense ar
name drug.

nt drug product and cenfusmn exists as
the prescription is written for a brand-

authorized generics at:

.‘Ofﬁces Off_ ﬂ\fledlcalProductsandTobacco/CDER/ucm 126391,
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Relared statutes:
§54.1-3401

"Therapewtically equivalent drug products” means drug products that contain the same active ingredients
and are identical in strength or concentration, dosage form, and route of administration and that are
classified as being therapeutically equivalent by the United States Food and Drug Administration
pursuant to the definition of "therapeutically equivalent drug products™ set forth in the most recent
edition of the Approved Drug Products with Therapeutic Equivalence Evaluations, otherwise known as
the "Orange Book."

§ 54.1-3408.03. Dispensing of therapeutically equivalent dru uct permitted.

A. A pharmacist may dispense a therapeutically equivalent d g pr for a prescmpnon that zs written

the brand-name drug product.

In the case of an oral prescription, the prescriber's
shall be followed.

F ormufary Permlrred " bo.
pharmacist may dispense

C. If the pharmacist dispenses
the purchaser and Shalf md
record and the:pr

the brand name prescribed, he shall so inform
ted by the prescriber, on both his permanent

ame of the t}zempeuncaﬂy equivalent drug product followad by
it f the drug for which the prescription was written.

D. When a pharma,
drug product shall
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Virginia Board of Pharmacy

COMPLIANCE WITH USP STANDARDS FOR COMPOUNDING

§54.1-3410.2 requires pharmacies performing sterile or non-sterile compounding to comply with USP
Standards. USP standards for sterile and non-sterile compounding may be found in the current editions
of the USP-NF. In accordance with 18VAC110-20-170, the Board requires a pharmacy to maintain
references consistent with the pharmacy’s scope of practice and with public safety.

USP Chapter 795 lists the requirements for non-sterile compounding including information about the
compounding environment, equipment, stability criteria.and beyond-use dating and records. USP
Chapter 797 lists requirements for policies and pig -

compounding area. The Board expects that the rec
compliance at time of inspection,

The terms “annually” and “semiannually’” a
every 12 months and every 6 months, 1¢
requirements shall be maintained 2
standards Such records may be mamtalne

the Board or an authorlz'
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