COMMONWEALTH OF VIRGINIA
Meeting of the Board of Pharmacy

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

Tentative Agenda of Meeting
September 20, 2011
9:00AM

TOPIC

Call to Order: Gill Abernathy, Chairman

« Weicome

« Introductions

» Recognition of new board members: R. Crady Adams and Empsy Munden

-« Reading of emergency evacuation script

« Approval of Agenda

« Approval of previous Board meeting minutes:
June 8, 2011, Full Board Meeting
July 25, 2011, Telephone Conference Call
August 16, 2011 Panel Formal Hearing

+ August 25, 2011, Ad hoc Committee — CQl

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 commenis on specific topics on this agenda at
the time the matter is taken up by the Board.

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

Regulations: Elaine Yeatts and Caroline Juran
+ Approval to extend emergency regulations for CSBs, BHAs, and crisis
stabilization units
« Adoption of proposed regulations for on-hold prescriptions
+ Adoption of emergency regulations for continuous quality improvement
programs
« Consideration of petitions for rulemaking regarding automated dispensing
devices
+ Review “run dry” requirement for automated counting devices in
18VAC110-20-355

Update on Action Items: Caroline Juran and Cathy Reiniers-Day
« Statistics regarding delegated authority
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Miscellaneous:
« Consider amending guidance document 110-9, Major 24, regardmg
definition of “low volume”
» Guidance for reconciliation of perpetual inventories
» Review Joint Commlssson s study recommendations, HB1 961 and
HB1966
« Discuss concerns expressed by pharmacist and ISMP regarding
15-minute prescription guarantee dispensing policy
» Schedule dates for 2012 full board meetings
« Examination accommodation request

Reports:
» Report from PMP
Legislative Proposal — Elaine Yeatts
Regulatory action, interoperability — Carolyn McCann, Deputy
Director, PMP
Chairman’s Report — Gill Abernathy
+ Announcement of committee appointments
Report on Board of Health Professions — Robbie Rhodes
Report on Licensure Program — Sammy Johnson
Report on Disciplinary Program — Cathy Reiniers-Day
Executive Director's Report - Caroline D. Juran

L] - - -

New Business
Consideration of consent orders (if any)
Formal Hearings:

» 1:00PM Brian P. Musgrove

e 2:00PM Philip D. Richard

Adjourn

*Pages 16-18 deleted from agenda packet prior to publishing.

**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 8, 2011
Second Floor
Board Room 2

Perimeter Center
9960 Mayland Drive
Henrico, Virginia 23233-1463

CALL TO ORDER:
PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

QUORUM:

APPROVAL OF AGENDA:

APPROVAL OF MINUTES:

Motion:

PUBLIC COMMENTS:

The meeting was called to order at 9:18 AM.
Brandon Yi, Chairman

Gill B. Abernathy
Jody H. Allen

John O. Beckner
Gerard Dabney
David C. Kozera
Robert M. Rhodes
Leo H. Ross

Ellen B. Shinaberry
Pratt P. Stelly

Caroline D. Juran, Executive Director

Cathy M. Reiniers-Day, Deputy Executive Director

J. Samuel Johnson, Jr. Deputy Executive Director
Howard M. Casway, Senior Assistant Attorney General
Elaine J. Yeatts, Senior Policy Analyst, DHP

Heather Hurley, Administrative Assistant

With ten members present, a quorum was established.

An amended agenda was presented and approved by the Board with
one additional request from staff for guidance on the handling of a
possible disciplinary matter.

The Board reviewed draft minutes for March 9, 2011 (board
meeting); May 17, 2011 (Ad Hoc¢ Committee, On-Hold
Prescriptions); May 18, 2011 (Ad Hoc Committee, Pharmacy
Ingspections); and May 18, 2011 (Ad Hoc Committee, CQI
Program). There was one minor correction to the minutes for May
17, 2011, in that the commencement time should be 12:35 P.M,,
instead of 12:35 A.M.

The Board voted unanimously to approve the minutes as
amended. (motion Kozera, second by Beckner)

There were no public comments offered at this time.
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LEGISLATION:

» Legislation update

Ms. Yeatts discussed the legislative proposal for placing tramadol
and carisoprodol into Schedule IV. In 2010, the Board denied a
petition for rulemaking since there was hesitation to schedule drugs
in rule versus legislation, Instead, the Board recommended a
legislative proposal to place tramadol and carisoprol into Schedule
IV, The legislative proposal was not carried by the Administration.
There was discussion whether the Board wanted to again
recommend the legislative proposal for the upcoming General
Assembly session.

Motion: The Board voted unanimously to recommend the legislative
proposal to place tramadol and carisoprodol into Schedule IV.
(motion Stelly, second by Ross)

REGULATIONS:

» Regulation update Ms. Yeatts gave an update regarding the status of current regulatory
action. The comment period for the proposed regulations to impose
administrative fees for duplicate licenses and verifications closed
on May 11, 2011, and the Board could adopt the proposed
regulations later during this meefing. Additionally, she stated that
the comment period for the NOIRA to amend regulations to address
on-hold prescriptions closed later that day at 5pm and therefore, the
Board cannot adopt proposed regulations until the September full
Board meeting. The regulations to replace the emergency
regulations regarding repackaging in a community service board or
behavioral health authority are currently in the Secretary’s office
and the regulations regarding the elimination of an alarm system for
certain emergency medical services agency are currently in the
Governor’s office. '

e Fast- Track for CE Ms. Yeatts explained that the National Association of Boards of
Requirements: Pharmacy and the Accreditation Council for Pharmacy Education
(ACPE) are collaborating to offer the CPE Monitor Service, an

electronic system for pharmacists and pharmacy technicians to

receive and track their completed continuing pharmacy education

(CPE) credits. Because ACPE will cease providing a certificate of

completion to the individual sometime in the next year and will

solely provide electronic documentation of completion to the CPE

Monitor Service, Ms. Yeatts stated that regulations 18 VAC 110-

20-90 and 18 VAC 110-20-100 that require the provision and

maintenance of an original certificate of completion need to be

amended.,
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Motion: The Board voted unanimously to adopt the fast-track
: regulatory amendments to Regulations 18VAC110-20-90 and
18VAC110-20-100 as presented regarding continuing education

certificates. (motion Beckner, second by Kozera)

» Adoption of Proposed Ms. Yeatts reported that the Board needed to consider adopting
Regulations of New regulations for adding new administrative fees. The additions
Administrative Fees: include a $10.00 fee for a duplicate license or registration and a

$25.00 fee for verification of licensure or registration.

Motion: The Board voted unanimously to adept the proposed
regulations for new administrative fees for duplicate licenses or
registrations and verifications of licensure or registration.
(motion Kozera, second by Beckner)

¢ Petitions for Rulemaking Ms. Yeatts reported that the Board has received three petitions for

Regarding Automated rulemaking concerning Regulation 18VAC110-20-490 which
Dispensing Devices: addresses automated dispensing devices. Because a petition for

rulemaking requires at least a 21-day comment period, the Board
cannot consider the petitions until the September 22, 2011 meeting.

e Guidance Document 110- Ms. Yeatts explained that the amendments to the proof of identity
11-Proof of 1dentity when requirements found in § 54.1-3420.1 resulting from the passing of
Dispensing Schedule I1 HB2256 will become effective July 1, 2011. Therefore, guidance

Drugs: document 110-11 would either need to be amended to reflect the
: statutory changes or repealed. After some discussion, the Board
concluded that the guidance document should not be repealed since
further clarification of the statute was needed, but it should be
amended to conform to the statutory changes.

Motion: The Board voted unanimously to amend guidance document
110-11 to conform to changes in § 54.1-3420.1, effective July 1,
2011, and for staff to amend the document accordingly.
(motion Kozera, second by Beckner)

UPDATE ON ACTION
ITEMS:
s Ad-Hoc committee Ms. Juran provided an update regarding the ad-hoc committee
for continuous quality meeting that was held on May 18, 2011, concerning the drafting of
improvement program emergency regulations for pharmacies to implement a continuous

quality improvement program as required by the passing of
HB2220. Suggested key concepts to be included in the draft
regulations have been identified by the committee and were listed
in the committee meeting’s minutes.  Because emergency
regulations become effective for one year once adopted and there is
no opportunity for public comment, Ms. Yeatts explained that the
Board may wish to consider adopting a notice of intended
regulatory action (NOIRA) to give public a 30-day opportunity to

&
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offer comment on the key concepts which may be included in the
emergency regulations.

The Board voted unanimously to adept a NOIRA consistent
with the key concepts identified in the minutes from the ad-hoe
committee meeting for continuous quality improvement
programs. (motion Beckner, second by Kozera)

Ms. Juran provided an update from the ad-hoc committee meeting
held on May 17, 2011 and briefly reviewed the committee’s
suggested regulatory changes as outlined in the committee
meeting’s minutes. There was no Board action required at this time

Sammy Johnson presented the ad-hoc committee’s suggested
amendments to Guidance Document 110-9 as determined during
the May 18, 2011 ad-hoc commuttee meeting for the routine
inspection program. The Board offered the following specific
recommendations to the suggested amendments:

o Clarify the suggested language in Major Deficiency 17
regarding refill authorizations since not permissible for
Schedule I drugs;

» Reword the suggested conditions for Major Deficiency 24 to
read “Low volume defined as 15 or less hazardous drug
CSP/week or as defined by USP. Review 2 months
records.”

s Add a 10% threshold to the conditions for Minor Deficiency
24; and,

e Add a condition to Minor Deficiency 38 to read “Cite if no
documentation of monitoring. Review ADD in areas that
do not utilize patient specific profile, Review 3 months of
records — 30% threshold. Cite if exceeds threshold.
Describe in comment section steps pharmacy is taking to
comply. Educate regarding requirements.”

The committee’s other suggested amendments were accepted by the
Board as presented.

The Board voted unanimously to amend Guidance Docament
110-9 as discussed. (motion Ross, second by Rhodes)

Mr. Johnson reminded the Board that the new inspection process
has been “live” in community pharmacies since July 1, 2010, and
has been piloted in hospital and other institutional pharmacies since
July 1, 2010. Because Board staff and inspectors feel comfortable
with the new inspection report for hospitals and other institutions,
staff recommended that the Board consider going “live” with the
new inspection process in all other pharmacies beginning July 1,
2011, Ms. Abernathy requested that staff notify pharmacists and

pharmacy technicians of this decision prior to July 1. -
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Motion: The Board voted unanimously to go “live” with the new
inspection process in all pharmacies beginning July 1, 2011.
(motion Kozera, second by Beckner)

Action Item: Board staff will send an email notification to all pharmacists
and pharmacy technicians who have voluntarily provided an
email address to the Board indicating that the new inspection
process will go “live” in all pharmacies beginning July 1, 2011.
Additionally, staff will post a similar notification on the
Board’s website.

REPORTS: Dr. Elizabeth Carter, Director, DHP Healthcare Workforce Data
Center, gave an update to the Board regarding the workforce
surveys. Dr. Carter stated that any public feedback concerning the
surveys would need to be received no later than July 1, 2011. She
also requested a member of the Board of Pharmacy to consider
serving on the workforce council.

Action Item: : The Board Chairman will appoint a member of the Board of
Pharmacy to participate on the healthcare workforce council.

MISCELLANEOUS:

e Methods for handling Ms. Juran reported the statistics for key performance measures in
disciplinary matters- the third quarter of 2011. The clearance rate was reported at 41%
Review of statistics for (goal = 100%), the pending caseload older than 250 business days
key performance was 7% {goal = 25% or less), and the percent closed within 250
measures and the need business days was 65% (goal = 90%). Ms. Reiniers-Day explained
to improve case that the clearance rate was [ow partly due to a process which will no
clearance rate longer be used by staff. The process required cases which had

technically been closed by the Board to be placed into a “pending
closure” status during the thirty-day period appeal time. Ms.
Reiniers-Day stated that other Boards do not use a “pending
closure” status for this purpose, and that the Board’s clearance rate
in the third quarter of 2011 unofficially increased to 83% after
eliminating the use of a “pending closure” status. Further, she
stated that a review of cases closed for the time period April 1,
2011 to Jupe 7, 2011 unofficially indicated a clearance rate of 96%,
and she expected the Board to maintain a high percentage rate.

e Review of other Ms. Juran stated that the Boards of Nursing and Medicine have
Boards methods of delegated authority to professional staff to process certain
delegating authority to disciplinary matters. While the scope of delegated authority is
professional staff rather broad for these Boards due to a greater need to efficiently

process a higher volume of cases, Ms. Juran believed this Board’s
needs are more limited based on the number of disciplinary cases.

¢ Discussion of A handout was provided outlining the request for delegated

[~
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delegating authority to

Board of Pharmacy
professional staff

Action Item:

Page

authority which included the following:

The Board of Pharmacy delegates to the Executive Director the
authority to offer a prehearing consent order (PHCO) in the
following circumstances:

1. Action taken by another state board of pharmacy. PHCO
would require compliance with the other state’s actions.

2. A single dispensing error with no patient harm involving an
individual who is a minor or medically compromised, or a
drug with a narrow therapeutic index. PHCO would require
hours of continuing education in the subject of dispensing
errors.

3. An inspection report as part of an investigation which
resulted in the citing of deficiencies as identified in
guidance document 110-9.

The delegation of authority to professional staff would also allow
the Executive Director to offer confidential consent agreements for
the following circumstances:

1. A single dispensing error with no patient harm, except as
noted in #2 above. The CCA would require hours of
continuing education in the subject of dispensing errors.

Additionally, it was requested that the Board delegate to the
Executive Director the authority to close cases that have insufficient
evidence of a violation of law or regulation.

The Board considered the request, and there was some discussion
regarding the appropriate disciplinary action to be taken for a single
dispensing error involving no patient harrn. While Ms. Abernathy
stated that she was comfortable with the concept of delegating
authority, she believed that the act resulting in a dispensing error is
the same no matter the patient or drug involved and therefore, she
questioned whether the disposition of such cases should be the
same barring any other violations of law. To aid the Board in
possible future discussions on this topic, Ms. Juran offered to
provide the Board with a historical perspective of statistics at the
September meeting summarizing the Board’s disposition of cases
over the last year involving a single dispensing error involving no
patient harm.

To aid the Board in possible future discussions, Ms. Juran will
provide the Board with statistics at the September meeting
summarizing the Board’s disposition of cases over the last year g
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involving a single dispensing error with no patient harm.

The Board voted nine to on¢ to adopt a guidance document
delegating authority fo the Executive Director to handle certain
disciplinary cases as requested for a six-month trial period with
a report being provided by Ms. Juran at each full board
meeting swmmarizing the disposition of cases during the trial
period.  (motion XKozera, second by Beckner; oppesed
Abernathy):

Ms. Yeatts reviewed suggestions for amending guidance document

110-37 regarding use of an agency subordinate explaining that the

other boards within the agency have adopted such changes.
Specifically, the Board of Nursing, who has actively used agency
subordinates for several years, has found the changes to be very
helpful. Ms. Juran reminded the Board that it has been interested in
implementing agency subordinates and that the proposed changes to
the guidance document would assist the process when in place.

The Board voted unanimously to adopt the proposed changes
as presented to guidance document 110-37 regarding the use of
agency subordinates. (motion Abernathy, second by Ross)

Ms. Juran discussed with the Board a situation where an individual
Hcensed in another state, who did not pass NAPLEX until his
fourth attempt, requested that he be allowed to obtain a pharmacist
license in Virginia via score transfer without having to obtain the
additional 1,000 hours of practical experience as required in
Regulation 18VAC110-20-60. The Board believed the requirement
to obtain additional hours of practical experience after having failed
NAPLEX three times should apply to all applicants and therefore,
denied the request to waive such requirement. It was stated that
there is a mechanism in place for such an applicant and that he may
apply for a pharmacist license in Virginia via license transfer or
reciprocation.

Ms. Juran reported that she had been requested by the Finance
Department to inform the Board that Dr. Cane has begun the formal
process in the development of the agency’s 2012-2014 biennium
budgets. Ms. Juran provided the Board with a handout which
outlined certain Board expenditures, excluding expenditures such
as salaries, insurance, building rental, fiscal services, etc. She
informed the Board that she did not believe the Board needed to
request additional funds from Dr. Cane at this time.



Virginia Board of Pharmacy Minutes
June 8, 20114

REQUESTS FOR
EXAMINATION
ACCOMMODATION:

Motion for closed meeting:

Motion to certify the
purpose of the closed
meeting:

Motions:

REPORTS:
¢ Report on Board of

Page 8

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
excluded 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, Heather
Hurley and David Gustin attend the closed meeting because
their presence was deemed necessary and would aid the Board
in its deliberations. (motion by Beckner, second by Kozera).

The Board voted 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
executive meeting were heard, discussed, or considered during
the closed session just concluded. (motion by Beckner, second
by Kozera).

The Board voted unanimously to approve the examination
accommodation request from Jamie Dalton allowing her twice
the normally allotted amount of time for completing the
examinations and a private room or partitioned area with
limited distractions for completing the exams with a proctor
appropriately monitoring her tfesting experiences. (motion by
Kozera, second by Dabney).

The Board voted unanimously to approve the examinmation
accommodation request from Michael Girgis allowing him to
use a magnifying device when taking NAPLEX and authorizing
the testing contractor to provide the examination in a larger
computer font such as 16 point. The request for a paper format
of NAPLEX was denied since the examination is not offered in
a paper format as the security of the examination may be more
easily compromised. (motion by Beckner, second by Kozera).

The Board held a working lunch from 1:55pm to 2:30pm

Mr. Kozera reported that the Board of Health Professions was in th
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process of recommending genetic counselors to become licensed
under an advisory board of the Board of Medicine with an
exemption for physicians and registered nurses who provide this
type of service. Also, he stated that there is ongoing discussion on
expanding the scope of practice for various types of licensees. The
scopes of practice for pharmacists and pharmacy technicians are
scheduled to be reviewed later this Fall. Additionally, the Board of
Health Professions met with Neil Carter concerning sanction
reference studies possibly addressing cases involving social media
and the fact that if a licensee does not show for a disciplinary
hearing should not be used as a scoring item. There was also a
discussion whether a copy of the sanction reference worksheet must
be included with the Order when provided to the licensee. Mr.
Casway interjected that the agency’s policy is still under
development.

Ms. Reiniers-Day stated that, as of June 2, 2011, there were 280
cases docketed for the Board of Pharmacy. Three cases were at the
entry level, 70 at the investigation level, 70 at the probable cause
level, 11 at APD, five at the informal conference level, none at the
formal hearing level and 121 at the pending closure level. These
numbers include the cases docketed as a result of an inspection with
an offered pre-hearing consent order.

Further, Ms. Reiniers-Day stated that all board members had been
sufficiently exposed to disciplinary issues and the board could
resume having two Special Conference Committees, meeting
alternate months to provide monthly coverage. The first Committee
included Mr. Kozera and Ms. Allen with Mr. Rhodes as the
alternate; and the second Committee included Mr. Yi and Ms.
Stelly with Ms. Shinaberry as the alternate. Ms. Reiniers-Day
advised these board members that she would e-mail dates to them
to begin the scheduling process.

Mr. Johnson reported that the board issued 877 licenses for the
period of March 1 through May 31, 2001, including 110 pharmacist
licenses and 505 pharmacy technician registrations. One pilot
program was implemented at Dulles Urgent Care Center. The pilot
utilizes the InstyMeds Automated Prescription Dispensing System.

Ms. Juran reported that in April she was involved in several
discussions regarding whether pharmacists may compound 17 alph
hydroxyprogesterone caproate, an injectable drug indicated to
prevent pre-term labor. Pharmacies had previously compounded
this drug for years at approximately $10-20 per dose, however,
recently FDA granted KV Pharmaceuticals orphan drog status with
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a 7-year exclusivity for manufacturing Makena. The initially
announced price for Makena was 31500 per dose. Several groups
including the US Congress initiated conversations with the
manufacturer regarding the high cost for Makena which was
ultimately reduced by approximately fifty percent. Additionally,
the FDA announced that it would not enforce its enforcement
provisions on any pharmacist compounding the drug when
compounded in a safe and compliant manner. The Department of
Medical Assistance Services concluded that it could not legally
reimburse  pharmacists  for  compounding 17  alpha
hydroxyprogesterone caproate, but Board counsel advised that
pharmacists may legally compound the drug within specific
circumstances as identified in § 54.1-3410.2 of the Drug Control
- Act.

Additionally, Ms. Juran announced that DEA’s second national

~ take-back day was a success. DEA reported 376, 593 pounds of
unwanted, unused, and potentially harmful drugs were collected
nationwide, a 50% increase from the first initiative held last
September. In Virginia, it was reported that 9,504.2 pounds were
collected. DEA is planning a third take-back event to be held this
Fall.

A letter of support, as requested, was sent in April to the Virginia
Department of Health, Division of Immunization, for a grant
funding opportunity. The grant is for developing or improving state
or local public health immunization program relationships with
pharmacies and the Board agreed to publish an e-newsletter article
or send a blast email educating pharmacists and pharmacy
technicians on this subject, if needed.

Ms. Juran asked Mr. Beckner to provide an update on the
invitational meeting, the Pharmacy Transformation Conference,
recently attended by Ms. Juran and Mr. Beckner. Mr. Beckner
explained that this meeting was sponsored by the School of
Pharmacy at the Virginia Commonwealth University. It was well-
attended with several national speakers and the imtent of the
meeting was to begin a dialogue for what action may be necessary
to review the current practice of pharmacy and implement possible
changes consistent with any opportunities resulting from healthcare
reform.

Ms. Juran reported that she attended the NABP Annual Meeting in
May held in San Antonio, TX. She stated it was very informative
and she reviewed the resolutions passed by the NABP voting
members. Other travels will include Ms. Juran attending an
invitational DEA Annual meeting later this month to be held in Ft.
Worth, TX. The purpose of the meeting is to facilitate an exchange

\D
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of information between DEA and states that enforce controlled
substance laws. Additionally, Ms. Juran will attend a one-day
meeting in Chicago, IL in July, sponsored and paid for by NABP. It
is designed to orient new executive officers to NABP processes.

Also, Ms. Juran stated that the Executive Director or his designee is
required under statute to sit on the Board of Forensic Science and
that she has recently been elected Chairman of the Board for the
upcoming year beginning July 1, 2011.

Lastly, she reminded everyone that the date for the September full
Board meeting has been changed to September 22, 2011,

Mr. Yi and other members of the Board recognized the three Board
members whose terms either had or were expiring and thanked
them for their years of service and dedication to the Board and to
the citizens of Virginia. Mr. Leo Ross” second full term expired on
June 30, 2010 and Mr. Beckner will complete his second full term
on June 30, 2011. Neither is eligible for reappointment,
Additionally, Mr. Dabney will complete his first full term on June
30, 2011, He is eligible for reappointment.

Mr. Kozera nominated Gill B. Abernathy for the office of
Chairman, with a second from Mr, Rhodes. No other nominations
were made, The Board voted unanimously to elect Ms. Abernathy
as Chairman for the term July 1, 2011 through June 30, 2012.

Ms. Abernathy nominated David C. Kozera for the office of Vice-
Chairman, with second from Mr. Ross. No other nominations were
made. The Board voted unanimously to elect Mr. Kozera as Vice-
Chairman for the term July 1, 2011 through June 30, 2012.

There was no new business

The Board voted unanimously, to enter into closed meeting
pursuant to § 2.2-3711(A) (28) of the Code of Virginia for the
purpose of deliberation to reach a décision regarding a Consent
Order. Additionally, it was moved that Cathy Reiniers-Day,
Caroline Juran, Sammy Johnson, Howard Casway, and
Heather Hurley attend the closed meeting because their
presence was deemed necessary and would aid the Board in its
deliberation. (motion by Beckner, second by Kozera)

The Board veted unanimously that only public business
matters lawfully exempted from open meeting requirements

1
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and only such public business matters as were identified in the
motion for closed meeting were heard, discussed, or considered
during the closed meeting. (motion by Beckmer, second by
Dabney)

The Board voted unanimously to accept the consent order as
presented by Ms. Reiniers-Day in the matter of Thomas R.
Eddy, Pharmacist. (motion by Kozera, second by Allen)

With all business concluded, the meeting adjourned at 2:530 P.M.

Brandon Yi, Board Chairman

Caroline D. Juran, Executive Director

Date

Date
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VIRGINIA BOARD OF PHARMACY
MINUTES OF TELEPHONE CONFERENCE CALL

Monday, July 25, 2011 Department of Health Professions
Perimeter Center
9960 Mayland Drive, Suite 300
| Henrico, Virginia 23233-1463
r Orders/Consent Orders referred to in these minutes are available upon request

TIME & PURPOSE: Pursuant to § 54.1-2400(13) of the Code of Virginia, a
telephone conference call of the Virginija Board of Pharmacy
("TCC”) was held at 3:00 p.m., on July 25, 2011, to consider
the summary suspension of the license of James V. Ettare to
practice as a pharmacist; Valley Compounding Pharmacy to
conduct a pharmacy; and the registrations of Laura J. Gray
and Amanda L. Jenkins to practice as pharmacy technicians
in the Commonwealth of Virginia.

PRESIDING: Gill B. Abernathy, Chair

MEMBERS PRESENT: Jody H. Allen
John O. Beckner
Gerard Dabney
David C. Kozera
Leo H. Ross
Pratt P. Stelly
Brandon K. Yi

STAFF PRESENT: Cathy M. Reiniers-Day, Deputy Executive Director
Caroline D. Juran, Executive Director
Eusebia L. Joyner, Disciplinary Program Specialist
Howard Casway, Senior Attorney General
Mykl Egan, DHP Adjudication Specialist
Wayne T. Halbleib, Senior Attorney General

POLL OF MEMBERS: The Board members were polled as to whether they could
have attended a regular meeting at the office in a timely
manner for the purpose of hearing evidence in two possible
summary suspension case. The Board members stated that
they would not have been able to attend.

With eight members participating and two members unable

to participate, it was established that a quorum could not
have been convened in a regular meeting to consider this

matter.
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JAMES V. EITARE Wayne T. Halbleib presented a summary of the evidence in
License No, 0202-206317 this case. ’

Upon a motion by Mr. Kozera and duly seconded by Mr.
Beckner, the Board unanimously voted that, with the
evidence presented, the practice as a pharmacist by James V.
Ettare poses a substantial danger to the public; and
therefore, said license shall be summarily suspended; and
that a Notice of Hearing shall be sent with the Order.

VALLEY COMPOUNDING Wayne T. Halbleib presented a summary of the evidence in

PHARMACY this case.

Permit No. 0201-004203
Upon a motion by Mr. Beckner and duly seconded by Mr.
Kozera, the Board unanimously voted that, with the
evidence presented, the conduct of Valley Compounding
Pharmacy as a pharmacy poses a substantial danger to the
public; and therefore, said permit of Valley Compounding
Pharmacy shall be summarily suspended; and that a Notice
of Hearing shall be sent with the Order.

LAURAJ GRAY Wayne T. Halbleib presented a summary of the evidence in
Registration No. 0230-002211 this case.

Upon a motion by Mr. Beckner and duly seconded by Mr.
Dabney, the Board unanimously voted that with the
evidence presented, the practice as a pharmacist technician
by Laura J. Gray poses a substantial danger to the public;
and therefore, that the registration of Ms. Gray to practice as
a pharmacy technician be summarily suspended; and that,
with the Notice of Hearing, a Consent Order be offered to
Ms, Gray for the indefinite suspension of her registration for
not less than one year.

AMANDA L. JENKINS Wayne T. Halbleib presented a summary of the evidence in
Registration No. 0230-018494 this case.

Upon a motion by Mr. Kozera and duly seconded by Mr.
Beckner, the Board unanimously voted that, with the
evidence presented, the practice as a pharmacy technician
by Amanda L. Jenkins poses a substantial danger to the
public; and therefore, that the registration of Ms. Jenkins to
practice as a pharmacy technician be summarily suspended;
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and that, with the Notice of Hearing, a Consent Order be
offered to Ms. Jenkins for the indefinite suspension of her
registration as a pharmacy technician.

Cathy M. Reiniers-Day
Deputy Executive Director

Eusebia L. Joyner
Disciplinary Program Specialist

Gil! B. Abernathy, Chair

Date
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VIRGINIA BOARD OF PHARMACY
MINUTES OF A PANEL OF THE BOARD

August 16, 2011 Perimeter Center
Second Floor 9960 Mayland Drive
Board Room 2 ' Henrico, Virginia 23233-1463
CALL TO ORDER: A meeting of a panel of the Board of Pharmacy (“Boaxd” was -
called to order at 10:00 a.m.
PRESIDING: Gill B. Abernathy, Chair
MEMBERS PRESENT: Crady Adams
Jody Allen
Gerard Dabney
David C. Kozera
Empsy Munden

Ellen B. Shinaberry

STAFF PRESENT: Caroline D. Juran, Executive Director
Cathy M. Reiniers-Day, Deputy Executive Director
Eusebia L. Joyner, Administrative Assistant
Howard Casway, Senior Assistant Aftorney General
Wayne T, Halbleib, Senior Assistant Attorney General
Mykl Egan DHP Adjudication Specialist

QUORUM: With - seven (7) ‘members of the Board present, a panel was
sstablished.
JAMES V. ETTARE A formal hearing was held in the matter of James V. Ettare

License # 0202-206317 foilowmg the summary suspension of his pharmacist license on
“August 1, 2011, and to discuss allegations that he may have
violated certain laws and regulations governing the practice of

pharmacy in Virginia.

Wayne T. Halbleib, Senior Assistant Attomey General, prosecuted
the case with the assistance of Mykl D. Egan, DHP Adjudication
Specialist.

Donald M. Jackson, DHP Senior Pharmacy Inspector, and
Christopher Klein, Pharmacy Intern, testified on behalf of the
Commonwealth,

Mr, Ettare appeared with Gerald C. Canaan II, Esquire.
Closed Meeting: Upon a motion by Mr, Kozera and duly seconded by Mr, Dabney,

the panel voted 7-0, to convene a closed meeting pursuant to § 2.2-
3711(A)27) of the Code of Virginia (“Code™), for the purpose of
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deliberation to reach a decision in the matter of James V., Ettare.
Additionally, he moved that Cathy Reiniers-Day, Caroline Juran,
Eusebia Joyner and Howard Casway attend the closed meeting.

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

Decision: Upon 2 motion by Mr. Kozera and duly seconded by Mr, Dabney,
the panel voted 7-0 to accept the Findings of Fact and Conclusions
of Law as proposed by Mr. Halbleib and amended by the panel and
read by Mr. Casway.

Upon a motion by Mr, Kozera and duly sec:onded by Ms,
Shinaberry, the panel voted 7-0 that Mr. Ettare’s license to practice
as a pharmacist be indefinitely suspended for not less than one year
from the date of entry of the August 1, 2011, Order of Summary
Suspension.

VALLEY COMPOUNDING A formal hearing was held in 5‘the nratter of Valley Compounding

PHARMACY Pharmacy followmg the summary suspension of the permit to

Permit # 0201-004203 conduct a pharmacy on August 1, 2011, and James V. Ettare, co-
owner and pharmacist-in-charge, appeared to discuss allegations
that Valley Compounding Pharmacy may have violated certain laws
and regulations governing the conduct of a pharmacy in Virginia.

Wayne T. Halbleib, Senior Assistant Attorney General, prosecuted
the case with the assistance of Mykl D. Egan, DHP Adjudication
Specxalxst

Donald M. Jackson, DHP Pharmacy Inspector, testified on behalf of
the Commonwealth.

Mr. Ettare appeared with Gerald C. Canaan II, Esquire.

Closed Meeting: =~ Upon a motion by Mr, Kozera and duly seconded by Mr. Dabney,
- g the panel voted 7-0, to convene 2 closed meeting pursuant fo § 2.2-
3711(A)27) of the Code of Virginia (“Code™), for the purpose of
deliberation to reach a decision in the matter of Valley
Compounding Pharmacy. Additionally, he moved that Cathy
- Reiniers-Day, Caroline Juran, Eusebia Joyner, and Howard Casway

attend the closed meeting.

Reconvene: Having certified that the matters discussed in the preceding closed

meeting met the requirements of § 2.2-3712 of the Code, the panel
re-convened in open meeting and announced the decision.

2.0
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AMANDA L. JENKINS A formal hearing was held in the matter of Amanda L. Jenkins

Registration # 0230-018494 following the summary suspension of her pharmacy technician
registration on August 1, 2011, and to discuss allegations that she
may have violated certain laws and regulations governing the
practice of pharmacy technicians in Virginia.

Wayne T. Halbleib, Senior Assistant Attorney General, prosecuted
the case with the assistance of Mykl D. Egan, DHP Adjﬂ;imatzon
Specialist.

Donald M. Jackson, DHP Senior Pharmacy Inspector testified on
behalf of the Commmonwealth.

Ms. Jenkins appeared with Gerald C. Canaan I, B§'§}1}51ire, '_

Closed Meeting: Upon a motion by Mr. Kozera and duly seconded by Mr. Dabney,
the panel voted 7-0, to convene a closed meeting pursuant to § 2.2-
3711(A)(27) of the Code of Virginia.(“Code”), for the purpose of
deliberation to reach a decision in the matter of Amanda L. Jenkins.
Additionally, he moved that Cathy Reiniers-Day, Caroline Juran,
Eusebia Joyner, and Howard Casway attend the closed meeting.

Reconvene: Having certified. that the matters discussed in the preceding closed
meeting me;kthe requirements of § 2.2-3712 of the

Code, the panel re-convened in open meeting and announced the
decision.

Decision: : Upon a motwn by Mr. Kozera and duly seconded by Mr. Dabney,
“ the panel’ voted 7-0 to accept the Findings of Fact and Conclusions
~_of Liaw as proposed by Mr. Halbleib and amended by the panel and

“read by Mr, Casway.

Upon a motion by Mr, Kozera and duly seconded by Mr. Dabney,
the panel voted 7-0 that Ms. Jenkins’ pharmacy technician
registration be reprimanded and reinstated with certain terms and

conditions.
Adjﬁi;gn: - 7 With all business concluded, the meeting adjourned at 7:00 p.m,
Gill Abernathy, Board Chairman Cathy M. Reiniers-Day, Deputy Executive Director
Date Date
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VIRGINIA BOARD OF PHARMACY
, MINUTES OF AD HOC COMMITTEE FOR
CONTINUOUS QUALITY IMPROVEMENT (CQI) PROGRAM

August 25, 2011
Second Floor
Conference Center

Perimeter Center
9960 Mayland Drive, Suite 300
Richmond, VA 23233-1463

CALL TO ORDER:
PRESIDING:

MEMBERS PRESENT:

MEMBERS ABSENT:

STAFF PRESENT:

PUBLIC COMMENTS:

EMERGENCY
REGULATIONS FOR
PHARMACIES
IMPLEMENTING CQI
PROGRAM:

ADJOURN:

The meeting was called to order at 10:10AM.
Gill Abernathy, Chairman

John O. Beckner
Ellen Shinaberry
Rick Baxter

Tim Musselman

Michelle Lincoln

Anila Xhixho
Brandon Yi

Caroline D. Juran, Executive Director
1. Samuel Johnson, Jr., Deputy Executive Director
Elaine Yeatts, Senior Policy Analyst

Michele Thomas, Pharmacy Services Manager, Division of
Services and Supports, Department of Behavioral Health and
Developmental Services, asked questions for clarification
regarding the intent of the regulations and the committee
responded by explaining the requirements placed on the Board to
promulgate regulations pursuant §54.1-3434.03.

The committee reviewed a draft of emergency regulations prepared
by staff and based on the recommendations of the committee from
the first meeting held on May 18, 2011. While reviewing the
entire draft several edits were made. The final document will be
presented to the full Board on September 20, 2011 with the
opportunity to adopt the emergency regulations as recommended
by the committee. (Attachment 1)

With all business concluded, the meeting adjourned at 1:05PM.

Gill Abernathy, Board Chairman

Caroline D. Juran, Executive Director

Date

Date
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RECOMMENDED ROPOSED REGULATIONS FOR CONTINUQOUS
QUALITY IMPROVEMENT PROGRAMS |

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 (1) 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; (it) the creation of a partnership by a sole proprietor or change in partnership composition;
(iii) 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

~ notapply to any corporation the voting stock of which is actively traded 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.

“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 fo improve pharmacy systems and workflow processes to prevent or reduce future
erTors.

“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.

gAY
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“Contact hour" means the amount of credit awarded for 60 minutes of participation in and successful
completion of a continuing education program.

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

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

a. Incorrect drug;

b. Incorrect drug strength:

c. Incorrect dosage form:

d. Incorrect patient; or

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

2. Failure to exercise professional judgment in identifying and managing;

a. Therapeutic duplication:

b. Drug-disease contraindieatiotis, if known;

¢. Drue-drug interactions, if known:

d. Incorrect drug dosage or duration of drug treatment;

e. Drug-allergy interactions:

f. A clinically significant, avoidable delay in therapy; or

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

3. Delivery of a medication to the wrong patient.

4. Variation in bulk repackaging or filling of automated devices. including, but not limited to:

a. Incorrect drug:

b. Incorrect drug strength;

c. Incorrect dosage form: or

d. Inadequate or incorrect packaging or labeling.
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"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 trangmitted 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 which 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, pharmacology, 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 Commiitee 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.
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“Patient safety organization” means an organization that has as its primary mission continuous quality
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 resfricted 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 treats a patient.

"Prescription department” means any contiguous or noncontiguous areas used for the compounding,
dispensing and storage of all Schedule II through VI drugs and devices and any Schedule |
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 on-going monitoring, measuring,
evaluating, and, if necessary, improving the performance of a pharmacy function or system.

"Radiopharmaceutical" means any drug that exhibits spontaneous 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.
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"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), i.e., 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 centrally 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 difficult for normal adults to use properly, 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
temperatures 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" is 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 warchouses.

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. "Cool" means any temperature between 8° and 15°C (46° and 59°F).
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"Terminally ilI" 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 adnunlstratmn by other than the parenteral
route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular 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.

18VAC110-20-417. Continuous quality imgrovement program.

A. Notwithstanding practices constituting unprofessmnal practice indicated in 1§VAC110-20-25, anv
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. Documentation of reporting the analysis of errors shall be maintained for 12 months from
the date of reporting.

B. Pharmacies not actively teporting to patient safety orpganizations, consistent with §54.1-3434.03 and
18VAC110-20-10, shall 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 a dispensing error shall
immediately notify a pharmacist on-duty of the dispensing error.

b. A pharmacist on-duty shall appropriately respond fo the dispensing error in a manner that

protects the health and safety of the patient.

c. 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 a drug involving a dispensing error which may cause patient
harm or affect the efficacy of the drug therapy. Additionally, reasonable efforts shall be made to
determine if the patient self-administered or was administered the drug involving the dispensin
error. If it is known or reasonable to believe the patient self-administered or was administered
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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, categorization and analysis of the
event.

b. The pharmacist-in-charge or designee shall perform a systematic, ongoing analysis, as defined
in 18 VAC 110-20-10, of dispensing errors.

¢. 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 completed. Prescriptions, dispensing information. and other records
required by federal 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 etrors 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 to prevent or reduce future errors; and

{(4) Documentation that a quality improvement analysis has been performed at least
quarterly, whether or not an error has occurred.
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Approval to extend emergency regulations for CSBs, BHAs, and crisis
stabilization units

Emergency reguiations effective 12/20/10 to 12/19/11. Replacement permanent
regulations will not become final prior to 12/19/11. Board may consider approving
request for 6-month extension of emergency regulations.

in agenda packet:
» Copy of emergency regulations

Board action:
s Approve request for 6-month extension of emergency regulations



Form: TH-11
07/10

Virginia
Regulatory
Town Hall

townhali.viﬁinia.gov

'_"'_Reque 51, 'ro Exfend Llfe of Emergency Regula'hon

up 'l'o SIX Mon‘ths

According to § 2.2-4011.D of the Code of Virginia (effective 7/1/07). In the event that an agency
concludes that despite its best efforts, a replacement reguiation [for an emergency reguiation]
cannot be adopted hefore expiration of the 12-month period..., it may seek the prior written
approval of the Governor to extend the duration of the emergency regulation for a period of not
more than six additional months.

Any such request must be submitted to the Governor at least 30 days prior to the scheduied expiration of
the emergency regulation and shall include a description of the agency's efforts to adopt a replacement
regutation together with the reasons that a replacement regulation cannot be adopted before the
expiration of the emergency regulation. Upon approval of the Governor, the duration of the emergency
regutation shall be extended for a period of no rore than six months. Such approval shall be in the sole
discretion of the Governor and shall not be subject to judicial review. Agencies shall notify the Registrar of
Regulations of the new expiration date of the emergency regulation as soon as praciicable.

r Agency name | Board of Pharmacy, Department of Health Professions T
’ Regulation Title/ VAC Citation | 18VAC110-20 Regulations Governing the Practice of Pharmacy

Action title | Possession and repackaging of drugs in certain mental health
facilities

Stage | Proposed — replacement of emergency regulations

L Town Hall action/stage # | 3255/5827
Date emergency reg expires | 12/19/11
Requested new expiration date | 6/18/11

Please describe the agency’s best efforts fo promulgate a permanent regulation before the expiration of
the emergency regulation and provide the reason(s) why the effective period of this emergency regulation
should be extended up to 18 months,

Chapter 28 (HB150) of the 2010 Acts of the Assembly required the Board of Pharmacy to
promulgate regulations to authorize community services boards and behavioral health authorities
to possess, repackage and deliver or administer medications and crisis stabilization units to store
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and administer a stock of drugs needed for emergency treatment. Regulations promulgated
pursuant to the legislative mandate set forth requirements for registration of a community service
board (CSB) or behavioral health authority (BHA) to possess, repackage and deliver or
administer drugs and for a program to frain non-pharmacists in repackaging for CSB’s or BHAs.

Emergency regulations were submitted on Townhall on 3/31/10; the Governor’s approval was
received on 12/9/10. The NOIRA to replace emergency regulations was published
simultaneously with the emergency regulations with comment requested from 1/3/11 to 2/2/11.

Proposed regulations were adopted at the next board meeting and submitted on Townhall on
3/17/11; DPB approval was given on 5/1/11. The proposed regulations have been awaiting the
Governor’s approval since that date.

In order to have final regulations in effect by the 12/19/11 deadline, the final regulations would
have had to be adopted, submitted, approved by DPB, the Secretary and the Governor by
10/19/11.

It is now impossible for the Board to replace the emergency regulations within the statutory
deadline of 12 months. Therefore, the Board of Pharmacy must vote at its meeting on September
20,2011 to request a six-month extension to ensure that the repackaging of drugs by CSB’s and
BHA'’s, as mandated by the Code of Virginia, does not expire.
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Adoption of proposed regulations for on-hold prescriptions

In agenda packet:
¢ Copy of NOIRA
e Copy of comments on NOIRA
e Copy of draft proposed regulations from ad hoc committee of May 17, 2011

Board action:
o Adopt proposed regulations as recommended or with amendments to draft
regulations '
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VA R. Document Number: R -

Virginia Register Publication Information

4/7/2011 10:57 am Date: 5/9/2011 Issue: 18 Volume: 27

Date / Time filed with the Register of
Reguiations ]

Transmittal Sheet: Notice of Intended Regulatory Action

Regulatcry Coordinator: ;E]a:ne J. Yeatts ‘

(804)367 ~4688 }
|
'efame yeatts@dhp Virgmla govg

'Promuigating Board: ’ Board of Pharmacy;

NOIRA Notice: 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 the following regulations

Chapters Affected:
18 vac 110 - 20: Virginia Board of Pharmacy Regulations

Action Title: ‘Amendments to address on-hold prescriptions

:Agency Summary: %The purpose of the proposed action is summarized as follows:

‘Regulations do not specifically address when the data entry of on-

‘ ‘hold prescriptions must be performed, so some pharmacies store
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2101 East Jefferson Street

Kaiser Permanente Pharmacy, 3-West

Rockville, MD 20852

June 7, 2011

Ms. Caroline Juran, RPh

Executive Director, Board of Pharmacy
9960 Mayland Drive, Suite 300
Richmond, Virginia 23233

Dear Ms, Juran: .

Thank you for the opportunity to provide comments on the Notice Of Intended Regulatory Action,
published in the Virginia Register of Regulations, May 9, 2011, indicating the Board of Pharmacy
("Board”) intends to consider amending 18VAC110-20, Virginia Board of Pharmacy
Regulations. I provided an opinion, July 21, 2010, on behalf of Kaiser Permanente of the Mid-
Atlantic States, in support of the petition to amend requirements for filing prescriptions, We maintain
that position, for the reasons previously stated, and ask that the Board allow filing by date of initial
dispensing or date of initial entry into the electronic record keeping system, if such system is employed
by the pharmacy.

Kaiser Permanente pharmacies make use of computerized systems, which are linked and have a
shared database, and most of our members’ prescriptions are filled using this integrated network of
pharmacies. Physicians, who practice in our medical facilities, use electronic prescribing for Schedule
VI prescriptions. We encourage the Board to continue exploring opportunities to maintain paperless
prescriptions, for those pharmacies that have the ability to process prescriptions in that manner.

There are a number of reasons why a consumer may choose to have their prescription retained at a
pharmacy for initial dispensing on a future date, and we support the ability to file prescriptions by the
date entered. Kaiser Permanente endorses appropriate pharmacist reviews and verifications on
prescriptions, and a requirement that suitable documentation be maintained.

The pharmacy profession continues to evolve at a rapid pace. Work-related processes, and regulatory
requirements to support them, need to align with the changing landscape. We approve of the Board’s
intent to modify and darify regulatory requirements for 18VAC 110-20, Virginia Board of
Pharmacy Regulations, and look forward to providing comments to those proposed changes in the
future.

Please feel free to contact me should you have questions.

Sincerely,
Qo S oot

Alan S. Friedman, RPh
Regulatory, Quality and Professional Affairs Manager
Department of Pharmacy Services
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Townhall Comments on On-Hold Prescriptions

Action Amendments to address on-hold prescriptions

Stage NOIRA

Comment Period Ends 6/8/2011

5/13/111
17569

' All comments for this forum

Commenter: Angela Brittle *

on hold preseriptions

Allewing pharmacists to accept prescriptions from patients, enter them in the computer, and file them according
to the date they were entered has advantages. Many prescriptions are misplaced by patients when they don't
have them filled and this creates a great deal of confusion when a fill is needed. The pharmacy contacts the
prescriber for a refill, the prescriber states that they gave one to the patient, the pharmacy attempts to contact
the patient back asking for a prescription the prascriber gave them months ago. And the search begins.

In many cases, the new "on hold" prescription can be linked to the previous RX allowmg a seamless fill for the
pharmacy and the patient.

An on hold prescription should go through the same checks that a filled prescription does, a pharmacist needs
to review the information and sign off that it is indeed correct regardless of who does that data entry. When the
prescription is needed., it will be treated as if it was a refill.

Pharmacies that are accepting these prescriptions from their patients for convenience hava to do twice the
work, because they have to retrieve that orlginal prescription, deactivate it, update the number again, fill it and
re-file just so it is filed in the right place! The same thing would ocour if a patient doesn't pick up a prescription
in a imely manner and it is retumed to stock, only to want it filled again at a [ater date. ltis redundant and over
burdensome on pharmacy staff,

The regulation stating that prescriptions must be filed in chronological order from the date filled is simply left
aver from a time before computers. That made the most logical sense at that point in ime. With today's data
hases we can pull information out in a variety of ways. We can search by patient, prescrlber medication, date
filled, date written, efc. Retrieving information is no longer limited.

There is no good reason fo file prescriptions by date filled any longer.

511311
176570
Commenter: william w. wiltkes,rph *

on hold rx's

I truly think this regulation is both unnecessary and redundant considering the current technicology in place in
most pharmacies. | certainly could see the possible need for this before the advent of computers prior to
when we had readily retrievable data. These days, we are able to access data almost instantly so to have to
duplicate effort by making new numberts on on-hold rxs is both archaic and unnecessary. Thank you for
altowing me to comment on this matter.

5/13/11
17571
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Commenter: Deanna Rotenbermry *
"on hold” prescriptions

We as a profession need to strive to keep our laws and regulations current with new practices that have
evolved with the multitude of technologies that have improved our practice. The regulation regarding "on hold”
prescriptions is an example of Law/Regulations that needs to be updated. This regulation not only increases
non-productive work for physicians and pharmacies but also could increase drug diversion with lost
prescriptions. Thanksl!

5/27111
17603
Commenter: Winston Chapman, Moneta Pharmacy *

On Hold Prescriptions

Piacing prescriptions "on hold” makes sense for a couple of reasons. Both Pharmacists and patients recognize
that the patient is not the best person to keep up with a prescription. By turning the prescription over to the
Pharmacist to hold, the patient has a secure, and dependable method to track their prescription. In addition,
placing a prescription on hold allows a more accurate record of the date the prescription was originally
generated. If a patient holds a prescription for six months before turning it in, it may possibly be out of date
before it is utilized. Remember, genius is often the same as simplicity,



DRAFT Proposed Regulations
On-Hold Prescriptions

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; (i1) the creation of a partnership by a sole proprietor or change in
partnership composition; (iii) 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 traded 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.

"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.

"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 a2 medical
record of a patient by a prescriber or his designated agent.

"Compliance paickaging" 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 60 minutes of participation in and

successful completion of a continuing education program.

1
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“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.

"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 trangmitted 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 which have been distributed for the purpose of general
admanistration 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, pharmacology, and pharmacy of at least four years in
duration resulfing 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 fraining to establish
educational equivalency to board approved schools of pharmacy, and has passed approved
examinations establishing proficiency in

English.

"Generic drug name" means the nonproprictary 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,
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"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 perrhitted pharmacy
and is available as needed.

“On-hold prescription” means a valid prescription that is received and maintained at the
pharmacy for initial dispensing on a future date. ‘

"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 treats a patient.
"Prescription department” means any contigueous or noncontiguous areas used for the

compounding, dispensing and storage of all Schedule II through VI drugs and devices and any
Schedule I investigational drugs.
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"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 on-going monitoring,
measuring, evaluating, and, if necessary, improving the performance of a pharmacy function or
sysiem,

"Radiopharmaceutical” means any drug that exhibits spontaneous distntegration 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), i.e., 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 30% of a test group of 100 adults must be able to open and close the container.

"Satellite pharmacy" means a pharmacy which is noncontignous to the centrally 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 difficult for normal adults to use properly, but
does not mean packaging which all such children cannot open or obtain a toxic or harmfirl
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 temperatures 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 1s 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" is 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. "Cool" 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 parenteral route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular 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.

18VAC110-20-240. Manner of maintaining records, prescriptions, inventory records.

5
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A. Each pharmacy shall maintain the inventories and records of drugs as follows:

1. Inventories and records of all drugs listed in Schedules I and IT shall be maintained separately
from all other records of the pharmacy. Each pharmacy shall maintain a perpetual inventory of
all Schedule II drugs received and dispensed, with reconciliation at least monthly. Electronic
monitoring at the pharmacy or by another entity that provides alerts for discrepancies between
drugs received and drugs dispensed is acceptable provided such alerts are reviewed at least
monthly.

2. Inventories and records of drugs listed in Schedules III, IV, and V may be maintained
separately or with records of Schedule VI drugs but shall not be maintained with other records of
the pharmacy.

3. All executed order forms, prescriptions, and inventories of Schedule II through V drugs shall
be maintained at the same address as the stock of drugs to which the records pertain. If
authorized by DEA, other records pertaining to Schedule II through V drugs, such as invoices,
may be maintained in an off-site database or in secured storage. All records in off-site storage
shall be retrieved and made available for inspection or audit within 48 hours of a request by the
board or an authorized agent.

4, All inventories required by § 54.1-3404 of the Code of Virginia shall be signed and dated by
the person taking the inventory and shall indicate whether the inventory was taken prior to the
opening of business or after close of business. A 24-hour pharmacy with no opening or closing
of business shall clearly document whether the receipt or distribution of drugs on the inventory
date occurred before or afier the inventory was taken.

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

6. All records required by this section shall be filed chronologically and maintained for a period
of not less than two vears from the date of transaction.

B. Prescriptions.

1. A hard copy prescription shall be placed on file for every initial prescription dispensed and be
maintained for two years from the date of last refill. All prescriptions shall be filed
chronologically by date of initial dispensing or date of initial entry into the automated data
processing system in compliance with 18VAC110-20-250, if such a system is employed by the

pharmacy.

2. Schedule II drugs. Prescriptions for Schedule II drugs shall be maintained in a separate
prescription file.
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3. Schedule III through V drugs. Prescriptions for Schedule IIT through V drugs shall be
maintained either in a separate prescription file for drugs listed in Schedules IIT, IV, and V only
or in such form that they are readily retrievable from the other prescriptions of the pharmacy.
Prescriptions will be deemed readily retrievable if, at the time they are initially filed, the face of
the prescription is stamped in red ink in the lower right corner with the letter "C" no less than
one inch high and filed in the prescription file for drugs listed in the usual consecutively
numbered prescription file for Schedule VI drugs. However, if a pharmacy employs an
automated data processing system or other electronic recordkeeping system for prescriptions
which permits identification by prescription number and retrieval of original documents by
prescriber's name, patient's name, drug dispensed, and date filled, then the requirement to mark
the hard copy prescription with a red "C" is waived.

C. Chart orders.

1. A chart order written for a patient in a hospital or long-term care facility, a patient receiving
home infusion services, or a hospice patient pursuant to §54.1-3408.01 A of the Code of Virginia
shall be exempt from having to contain all required information of a written prescription

provided:
a. This information is contained in other readily retrievable records of the pharmacy; and

b. The pharmacy maintains a current policy and procedure manual that sets out where this
information is maintained and how to retrieve it and the minimum requirements for chart orders
consistent with state and federal law and accepted standard of care.

2. A chart order may serve as the hard-copy prescription for those patients listed in subdivision 1
of this subsection.

3. Requirements for filing of chart orders.

a. Chart orders shall be filed chronologically by date of initial dispensing with the following
exception: If dispensing data can be produced showing a complete audit trail for any requested
drug for a specified time period and each chart order is readily retrievable upon request, chart
orders may be filed using another method. Such alternate method shall be clearly documented in
a current policy and procedure manual.

b. If a single chart order contains both an order for a Schedule II drug and one or more orders for
a drug in another schedule, where the Schedule II drug is not floor stocked, but is dispensed from
the pharmacy pursuant to this order for the specific patient, the original order must be filed with
records of dispensing of Schedule 11 drugs and a copy of the order placed in the file for other
schedules.
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18VAC110-20-250. Automated data processing records of prescriptions.

A. An automated data processing system may be used for the storage and retrieval of original and
refill dispensing information for prescriptions instead of manual record keeping requirements, subject to
the following conditions:

1. A prescription shall be placed on file as set forth in 18VACI10-20-240 B with the following
provisions:

a. In lieu of a hard copy file for Schedule VI prescriptions, an electronic image of a prescription may
be maintained in an electronic database provided it preserves and provides an exact image of the
prescription that is clearly legible and made available within 48 hours of a request by a person authorized
by law to have access to prescription information. Storing electronic images of prescriptions for Schedule
I-V controlled substances instead of the hard copy shall only be authorized if such storage is allowed by
federal law.

b. If the pharmacy system's automated data processing system fields are automatically populated by
an electronic prescription, the automated record shall constitute the prescription and a hard copy or
electronic image is not required.

¢. For Schedule II-V controlled substances, electronic prescriptions shall be maintained in accordance
with federal law and regulation.

2. Any computerized system shall provide retrieval (via computer monitor display or printout) of
original prescription information for those prescriptions which are currently authorized for
dispensing.

3. Any computerized system shall also provide retrieval via computer monitor display or printout
of the dispensing history for prescriptions dispensed during the past two years.

..... 1

whe-makes-use-of sueh-system- Documentation indicating that the information entered into the
computer system is correct for each on-hold prescription or each prescription that is dispensed
shall be provided by the individual pharmacist who makes use of such system. If a printout is
maintained of each day's prescription dispensing data or data entry of an on-hold prescription, the
printout shall be verified, dated and signed by the individual pharmacist who dispensed the
prescription or verified the accuracy of the data entry. The individual pharmacist shall verify that
the data indicated is correct and then sign the document in the same manner as his name appears
on his pharmacist license {(e.g., J. H. Smith or John H. Smith).

If a bound log books or separate file is maintained rather than a printout, each individual pharmacist
involved in dispensing shall sign a statement each day in the log, in the manner previously
described, attesting to the fact that the dispensing information and data entry of on-hold
prescriptions entered into the computer that day has been reviewed by him and is correct as
shown.

B. Printout of dispensing data requirements. Any computerized system shall have the capability
of producing a printout of any dispensing data which the user pharmacy is responsible for
maintaining under the Drug Control Act (§54.1-3400 et seq. of the Code of Virginia) and any
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data entry of on-hold prescriptions. sSuch printout shall be provided within 48 hours of a request of
an authorized agent.

18V AC110-20-270. Dispensing of prescriptions; certification of completed prescriptions;
supervision of pharmacy technicians.

A. In addition to the acts restricted to a pharmacist in §54.1-3320 A of the Code of Virginia, a
pharmacist shall provide personal supervision of compounding of extemporaneous preparations
by pharmacy technicians.

B. A pharmacist shall determine the number of pharmacy interns, pharmacy technicians, and
pharmacy technician trainees he can safely and competently supervise at one time; however, no
pharmacist shall supervise more than four persons acting as pharmacy technicians at one time.

C. After the prescription has been prepared and prior to the delivery of the order, the pharmacist
shall inspect the prescription product to verify its accuracy in all respects, and place his initials
on the record of dispensing as a certification of the accuracy of, and the responsibility for, the
entire fransaction. Such record showing verification of accuracy shall be maintained on a
pharmacy record for the required time period of two years, unless otherwise specified in
regulation

D. If a pharmacist declines to fill a prescription for any reason other than the unavailability of the
drug prescribed, he shall record on the back of the prescription the word "declined"; the name,
address, and telephone number of the pharmacy; the date filling of the prescription was declined;
and the signature of the pharmacist.

E. If a pharmacist determines from a prescriber or by other means, including the use of his
professional judgment, that a prescription presented for dispensing is a forgery, the pharmacist shall not
return the forged prescription to the person presenting it. The forged prescription may be given to a law-
enforcement official investigating the forgery; or it shall be retained for a minimum of 30 days before
destroying it, in the event it is needed for an investigative or other legitimate purpose.

F. An on-hold prescription shall be entered into the automated data processing system, if such
system is emploved by the pharmacy, and the pharmacist on-duty shall verify the accuracy of the
data entry at that time. The pharmacist subsequently dispensing the on-hold prescription on a
future date shall, at a minimum, conduct a prospective drug review consistent with 54.1-3319 A
of the Drug Control Act. If an on-hold prescription is returned to a patient prior to the initial
dispensing of the drug, the pharmacist shall delete the entry in the automated data processing

systetn.
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Adoption of emergency regulations for continuous quality improvement
programs

In agenda packet:
* Copy of legislation
e Copy of draft emergency regulations resulting from two taskforce meetings held
on May 18, 2011 and August 25, 2011

Board action:
¢ Adopt emergency regulations as recommended or with amendments
e Approve publication of 2" NOIRA
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2011 SESSION

VIRGINIA ACTS OF ASSEMBLY — CHAPTER

An Act to amend end reenact § 54.1-3434.1 of the Code of Virginia and to amend the Code of Virgiﬁ'ia.'

by adding in Article 2 of Chapter 34 of Title 54.1 a section numbered 54.1-3434.03, relating to
continuous quality improvement of pharmacies. ‘ 4 .

o [H2220
Approved - : )

Be it enacted by the General Assembly of Virginia: ' ~ :
1. That § 54.1-3434.1 of the Code of Virginia is amended and reenacted and that the Code of
Virginia is amended by adding in Article 2 of Chapter 34 of Title 54.1 a section numbered
54.1-3434.03 as follows: . ’ ]

5 54.1-3434.03. Continyous quality improvement program. :
. Each pharmacy shall implement a program for contimious quality improvement, according to
regulations of the Board. Such program shall provide for a systematic, ongoing process of analysis of
dispensing errors that uses findings fo formulate an appropriate response and fo develop or improve
pharmacy systems and workflow processes designed to prevent or reduce future errors. The Board shall
promulgate regulations to further define the required elements of such program.

Any pharmacy that actively reporis lo a patient safety ovganization that has as its primary mission -

continuous quality improvement under the Patient Safety and Quality Improvement Adet of 2005 (P.L.
109-41), shall be deemed in compliance with this section, . 4
§ 54.1-3434.1. Nonresident pharmacies to register with Board.

A. Any pharmacy located outside the Conmonwealth that ships, mails, or delivers, in any manner,

Schedule O through VI drugs or devices pursvant to a prescription inte the Commonwealth shall be
considered a nonresident pharmacy, shall be registered with the Board, shall designate a pharmacist in
charge who is lcensed as a pharmacist in Virginia and is responsible for the pharmacy's compliance
with this chapter, and shall disclose to the Board all of the following: T

1. The location, names, and titles of all principal corporate officers and the name and Virginia
license number of the desipnated pharmacist in charge, if applicable. A report - containing this
information shall be made on an anmual basis and within 30 days after any change of office, corporate
officer, or pharmacist in charge. - . : . ) :

2. That it maintaing, at all times, a current unresiricted license, permit, certificate, or registration to
conduct the pharmacy in compliance with the laws of the jurisdietion, within the United States or within
another jurisdicton that may lawfully deliver prescription drugs directly or indirectly to consumers
within the United States, in which it is a resident. The pharmacy shall also certify that it complies with

all lawful directions and requests for information from the regulatory or licensing agency of the -

jurisdiction in which it is licensed as well as with all requests for information made by the Board
pursuant to this section,

3. As a prerequisite to registering with the Board, the nonresident pharmacy shall submit a copy of

the most recent inspection report resulting from an inspection conducted by the regufatory or licensing
agency of the jurisdiction in which it is located. The inspection report shall be deemed current if the
inspection was conducted within the past five years. However, if the nonresident pharmacy has not been
inspected by the regulatory or licensing agency of the jurisdiction in which it js [icensed within the past
five years, the Board may accept ant inspection report or other documentation from another entity that is
satisfactory to the Board or the Board may cause an inspection to be conducted by ifs duly authorized
agent and may charge an inspection fee in an amount sufficient fo cover the costs of the inspection.

4, For a nonresident pharmacy that dispenses more than 50 percent of its total prescription volume
pursnant o an original prescription order received as a result of solicitation on the Internet, including
the solicitation by electronic mail, that it is credentialed and has been inspected and that it has received
certification from the National Associstion of Beards of Pharmacy that it is a Verified Internet Pharfnacy
Practice Site, or has received certification from a substantiaily similar program approved by the Board.
The Board may, in its discretion, waive the requirements of this subdivision for a nonresident pharmacy
that only does business within the Commonwealth in limited transactions,

5. That it maintains its records of prescription drugs or dangerons drugs or devices dispensed to
patients in the Commonwealth so that the records are readily retrievable from the records of other drugs
dispensed and provides a copy or report of such dispensing records to the Board, its anthorized agents,
or any agent designated by the Superintendent of the Department of State Police upon request within

seven days of receipt of a request.
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" container of drugs dispensed to patieats in the Commonwealth.
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6. That its pharmacists do not imowingly fill or dispense a preserip
violation of § 54.1-3303 and that it has informed its pharmacists that
prescription. that he knows or should have known was not written g
g:agtitiozzer»patient relationship is guilty of unlawful distribution of a controlled sy
§ 18.2-248. - : '

7. That. it maintaing a continuous gualily improvement program as reguire
pursuant to § 54.1-3434.03,

The requitement that a nonresident pharmacy have a Virginia licensed pharmad;
apply to a registered nonresident pharmacy that provides services as a pharmacy benefj

B. Any pharmacy subject to this section shall, during its regular hours of operation:
six days per week, and for a minimum of 40 hours per week, provide a toll-free telepho
facilitate communication between patients in the Commonwealth and a phanmacist at the ph
has access to the patient's records. This toll-free number shall be disclosed on a Iabel affixe

C. Pharmacies subject to this section shall comply with the reporting requirements of the Pfesénpt

Monitoring Program as set forth in § 54.1-2521, ) ‘
D. The registration fee shall be the fee specified for pharmacies within Virginia. -

E. A nontesident pharmacy shall only deliver controlled substances that are dispensed pursuant to 3
prescription, directly to the consmmer or his designated agent, or directly to a pharmacy located in

Virgisia pursuant to regulations of the Board. ,
2. That the Board of Pharmacy shall promulgate regulations fo implement the provisions of this

act fo be effective within 280 days of its enactment. .
3. That the Board of Pharmacy shall work cooperatively with pharmacists representing ail areas of

pharmacy practice in implementing the requirements of this act.



PROPOSED REGULATIONS FOR CONTINUOUS QUALITY
IMPROVEMENT PROGRAMS

18VAC110-29-10. Definitions.

In addition to words and terms defined m §§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; (ii) the creation of a partnership by a sole proprietor or change in
partnership composition; (iii) 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 traded 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.

“Analysis” means g 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 errofs,

"Beyond—us'e 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.
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"Compliance packaging" means packaging for dispensed drugs which 1s 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 60 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 jndgment in identifving and managing:

a. Therapeutic duplication;

b. Drug-disease contraindications. if known:

¢. Drug-drug interactions, if known;

d. Incorrect drug dosage or duration of drug treatment;

e. Drug-allergv interactions:

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

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

3. Delivery of a medication to the wrong patient.
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4. Variation i bulk repackaging or filling of automated devices, including. but not limited to:

a. Incorrect drug;

b. Incorrect drug strength;

¢. Incorrect dosage form; or

d. Inadequate 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 which have been distributed for the purpose of general
administration by a prescriber or other authorized person pursuant to a valid order of 2

prescriber.

"Foreign school of pharmacy” means a school outside the United States and its territories
offering a course of study in basic sciences, pharmacology, and pharmacy of at least four years in
duration resulting in a degree that qualifies a person te 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.
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"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 Hcense" 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.

“Patient safety organization” means an organization that has as its primary mission continuous
quality 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 phanmacy 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 frainee” 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 treats a patient.

4



"Prescription department” means any contiguous or noncontiguous areas used for the
compounding, dispensing and storage of all Schedule II 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 on-going monitoring,
measuring, evaluating, and, if necessary, improving the performance of a pharmacy function or
systen:.

"Radiopharmaceutical” means any drug that exhibits spontaneous 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 guantities 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), i.e., in testing such containers, that
85% of a test group of 200 children of ages 41-52 months are unable to open the containerin 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 centrally permitted
pharmacy of a hospital but at the location designated on the pharmacy permit.

"Special packaging" means packaging that 1s 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 difficult for normal adults to use properly, 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 temperatures 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 refiigerator 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" is 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. "Cool” means any temperature between 8° and 15°C (46° and 59°F).

"Terminally illI" 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 parenteral route as a single dose, direct from the container.

"Unit dose package" means a container that contains a particular 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 divectly from a prescriber's order or

medication administration record.

"USP-NF" means the United States Pharmacopeia-National Formulary.
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“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.

18VAC110-20-417. Continuous quality improvement program.

A. Notwithstanding practices constituting unprofessional practice indicated in 18V AC110-20-25,

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

b. A pharmacist on-duty.shall appropriately respond to the dispensing error in a manner
that protects the health and ‘safety of the patient.

c. 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 a drug involving a dispensing error which
may cause patient harm or affect the efficacy of the drug therapy. Additionally,
reasonable efforts shall be made fo determine if the patient self-administered or was
administered the drug involving the dispensing error. If 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 reauirements: remedial action:

a. Documentation of the dispensing error must be initiated as soon as practical, not to
exceed three days from identifyving the error._Documentation shall include, at a
minimum, a description of the event that is sufficient to allow further investigation,
categorization and analysis of the event.

b. The pharmacist-in-charge or designee shall perform a 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 davs of identifving the error.
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¢. The pharmacist-in-charge shall inform pharmacy personnel of changes made to
pharmacy policies, procedures, systems, or processes as a result of the analvsis.

d. Documentation associated with the dispensing error need only to be maintained until
the systematic analysis has been completed. Prescriptions, dispensing information, and
other records required by federal 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 narticipanis in the analysis:

{3) General description of remedial action taken to prevent 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.




VA.R. Document Number: R -

Virginia Register Publication Information

Date;

Date / Time filed with the Register of Regulations 4[

‘Transmittal Sheet: Notice of Intended Regulatory Action

i Regulatory Coordinator: * Elaine J. Yeatts

i
: |
:{804)367-4688 f
, : |
I

elaine.yeatts@dhp.virginia.gov

{ Promulgating Board: | Board of Pharmacy

NOIRA Notice:

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 the following regulations

Chapters Affected:
18 vac 110 - 20: 'Virginia Board of Pharmacy Regulations

; Action Title: : Contanuous quahty mprovement programs ;

Agency Summary: | The purpose of the proposed action is summanzed as follows

' As mandated by Chapter 124 of the 2011 General Assembly, the Board has specified the
relements of a continuous quality improvement program in a pharmacy in Emergency

. Regulations. The Board is seeking comment on its Intended Regulatory Action to replace
: the emergency regulations with permanent regulations. The regulation may be viewed at: :
. www.townhall.virginia.gov.

¢

E-Sia;tutow Acithority: | State: Chapters 33 and 34 of Title 54.1
; ;Federa{:

t Is a public hearing planned for the proposed stage? Yes

¢ Public comments may be submitted until 5:00 p.m. on

- Agency Contact: | Caroline Juran, RPh
! Executive Director
1 (B04)367-4416
{{B04)527-4472
! ! caroline. juran@dhp.virginia.gov

: Contact Address: Department of Health Professions
i 9960 Mayland Drive
| SUlte 300 ;
| Richmond, VA23233-1463

'APA Comphance 'Thas reguiatlon has been adopted in accordance With the Admmtstrative Process Act




Consider approval of petition for rulemaking regarding automated dispensing
devices

In Board agenda packet:
e Copies of three petitions for rulemaking regarding monthly audit requirements in
Regulation 18 VAC 110-20-490
» Copy of Reguiation 18 VAC 110-20-490
e Copies of comments on petitions

Board action:
o Approve petition for rulemaking and adopt Notice of Intended Regulatory Action
(NOIRA), OR

¢ Deny petition for rulemaking and state reasons for denial

0



COMMONWEALTH OF VIRGINIA
Board of Pharmacy

9960 Mayland Drive, Suite 300 (804) 367-4456 (Tel)
Richmond, Virginia 23233-1463 (804) 527-4472 (Fax)

Petition for Rule-making

The Code of Virginla (§ 2.2-4007) and the Public Participation Guidelines of this board require a person who wishes to petition the board fo
develop a new regulation or amend an existing regulation {0 provide certain information. Within 14 days of recsiving a valid petition, the
board will notify the petifioner and send a nofice fo the Register of Regulations identifying the petitioner, the natura of the request and the
pian for responding to the petition. Following publication of the pefition in the Register, a 21-day comment period will begin to aflow written
comment on the petition. Within 90 days after the comment period, the board will issue a written decision on the peiition.

|| Please provide the information requested below. (Print or Type) ||
Petitionar’s full name (Last, First, Middle initial, Suffix,)

Dunavant, Karen L,

Streat Address ‘ Araa Code and Telephone Number
" 19705 Burr Ozk Way 703-250-3236
City . State Zlp Code
Burke | VA 22015
Emait Address (optional) Fax {optional} h
Karen.dunavant@hcaheaithgare.co ‘

Respond to the following questions:
1. What regulation are you pefitioning the board fo amend? Picase state the title of the regulation and the section/sections you want the
board to consider amending.

18VAC110-20-480 Automated devices for dispensing and administration of drugé

Section 5

2. Please summarize the substance of the change you are requesting and state the raionale or putpose for the new or amended rule.
Please consider changing the audit process and/or patameters decrease the amount of time required to comply with monthly controfied ’l

substance audifs. Section 5 should allow for hospitals with access to software that analyzes automated dispensing machine transactions

(examples: RxAuditor, Pandora, etc) to bypass parts of the manual reconciliation process. Hospitals would still need to manually review

overrides to ensure there was a doctor's order or any machine that was not on Profile mode (where doctor's orders automatically cross

fram the hospital's clinical system into the Automated Dispensing Machine). ‘

|| Utifizing RxAuditor reports - the hospital was able to identify 4 possible diverters off of 1 report covering a month's transactions. Ufilizing

[} the'method set forward in the regulations, these 4 possible diverters would not have been identified as quickly, because the audit only

covafs 24 hours and 3 of the employees were part-time/prn. The current process set forth by the regulation requires about 48 man-hours

every month with little or no result. The RxAuditor reports quickly identified peaple outside of the norm compared to their peers on the
glfme nursing unit - the narrowed investigations still took time (about 8 hours per employee or 32 man-hours) but the results speak for
emselives,

3. State the legal authority of the board to take the action requesied, In general, the legal authority for the adoption of regulations by the
board is found in § 54.1-2400 of the Code of Virginia, If there is other legal authority for promuigation of a regulation, please provide
that Code reference.§ 54.1-3404. Inventories of controlled substances required of certain persons; contents and form of
record.

Sigpature: ¢@/w QM Date:! 5 /, 7 //

———
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COMMONWEALTH OF VIRGINIA
Board of Health Professions

9960 Mayland Drive, Suite 300 (804) 367-4603 (Tel)
Richmond, Virginia 23233-1463 (804) 527-4466 (Fax)

Petition for Rule-making

The Code of Virginia (§ 2.2-4007) and the Public Participation Guidslines of this board require a person who wishes fo petition the board to
develop a new regulafion or amend an existing regulation fo provide certain information. Within 14 days of receiving a valid petition, the
board will nofify the petitioner and send a notice fo the Register of Regulations identifying the petitioner, the nature of the request and the
plan for responding to the petition. Following publicafion of the petition in the Register, a 21-day comment period will begin fo allow writien
comment on the pelition. Within 90 days after the comment period, the board will issue a written decision on the pefition.

- e e ——— e

Please provide the information requested below. (Print or Type) :
Petitioner’s full name {Last, First, Middle initial, Suffix,) ‘
Fuller, Courtney M,

Street Address Area Code and Telephone Number

3008 Rugby Road 804-358-9577

City State ‘ Zip Code

Richmond VA 23221

Emai} Address {optional) Fax (optional)

Courtney.fuller@hcahealtheare.com

et e 2 ittty —— et DR
p———

Respond fo the following questions:

1. What regulation are you petitioning the board to amend? Please state the title of the regulation and the section/sections you want the
board to consider amending.
18VAC110-20-490 — Automated devices for dispensing and administration of drugs.
"5, Automated dispensing devices shall be inspected monthly by pharmacy personne! to verify proper storage, proper location of
drugs within the device, expiration dates, the security of drugs and validity of access codes.”

2. Please summarize the substance of the change you are requesting and state the rationale or purpose for the new or amended rule.
Propose an amended rule allowing for a complete inspection of automated devices under the above mentioned regulation to be waived
under certain circumstances as foliows:

¢ The automated dispensing device is capable and is set to automatically identify and isolate the location of each drug within the I
device by barcode identification, thereby automatically verifying proper location. A report can be provided verifying such settings.

= Proper storage is verified electronically by devices that are capable of continuous temperature tracking of refrigerated storage, with
documented temperature ranges, variance, and resolution.

» Expiration dates are automatically tracked by automated devices that are equipped with such capability, eliminating the need fo
access each individual location each month for manual date auditing. Proactive reporting aliows for replacement of expiring
products prior to their expiry.

» Security of drugs is automatically verified by electronic defection of cabinet, drawer, and pocket malfunctions and failures and is a
continuous process. These are reviewed and corrected as they occur in order for the device to operate; the default in the event of
such failures is to lock out any further operation. There are reports available to review mechanical errors related to such errors,

e Access codes may be verified by a “BiolD" system utilizing fingerprint as the "pass code” after initial log-on in order to eliminate
sharing or theft of pass codes. BiolD can automatically be verified in the system settings as a default,

Automation has been designed and updated to improve drug storage, security, and safety, while streamfining work processes and
increasing efficiencies. The above stated advancements in technology easily and automatically accommodate these currently manual

processes.
ty 202




board is found in § 54.1-2400 of the Code of Virginia. If there is other legal authority for promulgation of a regulation, please provide

" 3. State the legal authorily of the board to take the action requested. In general, the legal authority for the adoption of regulations by the
that Code reference.

—

Signature: Date:
Courtney M. Fuller 16 May 2011
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COMMONWEALTH OF VIRGINIA
Board of Health Professions

9960 Mayland Drive, Suite 300 (804) 367-4603 (Tel)
Richmond, Virginia 23233-1463 (804) 527-4466 (Fax)

r———

Petition for Rule-making

The Cods of Virginia (§ 2.2-4007) and the Public Participation Guidelines of this board require a person who wishes fo petition the board fo
develop a new regulation or amend an existing regufation fo provide certain information. Within 14 days of receiving a valid petition, the
board will notify the pefitioner and send a notice to the Register.of Regufations identifying the petifioner, the nature of the request and the
pian for responding to the petition. Following publication of the petition in the Register, a 21-day comment period will begin to allow writfen
comment on the petition. Within 90 days after the comment perivd, the board will issue a wriften decision on the petition.

Please provide the information requested below. (Print or Type) — o

Petitioner's fult name {Last, First, Middle initlal, Suffix,)
Annette Basler Reichenbaugh

Street Address Area Code and Telephone Number
5360 Ashleigh Rd . 103-689-9036

City ‘ State Zip Code
Fairfax VA 22030
Email Address (optional) Fax {optional)
Annette.Reichenbaugh@hcahealthcare.com 703-689.9110

— e — —
——————.

Respond fo the following questions:

1. What regulation are you petitioning the board to amend? Please state the title of the regulation and the section/sections you want
the board to consider amending.

18VAC110-20-480. Automated devices for dispensing and administration of drugs,

Section 5

5.a - covers reconciliation of all quantities of Schedule [ thru V

5.b - covers each device per month all patients for a time period of not less than 24 consecutive hours.

2. Please summarize the substance of the change you are requesting and state the rationale or purpose for the new or amended rule.
1). I recommend reviewing the overrides daily looking for frends

2). Utilize Rx Auditor report to determine if a focus review is necessary . . . Based on specific criteria.

3). Perform a focused review




3. State the legal authority of the board to take the action requested. In general, the legal authority for the adopti i
tate d , e act : N ption of regulations by the
board is found in § 54.1-2400 of the Code of Virginia. If there is other legal authority for promulgation of a regulation, please pro!\/ﬁde

. that Code reference.

None

Signature: Date: May 16
Annette Basler Reichenbaugh W 83&2(,{_/ W V16, 201




18VAC110-20-490. Automated devices for dispensing and administration of drugs.

A hospital may use automated devices for the dispensing and administration of drugs pursuant to § 54.1-
3301 of the Code of Virginia and §§ 54.1-3401 and 54.1-3434.02 of the Drug Conirol Act and in
accordance with 18VAC]10-20-270, 18VAC110-20-420, or 18VAC110-20-460 as applicable. The
following conditions shall apply:

1. Prior to removal of drugs from the pharmacy, a delivery record shall be generated for all drugs to be
placed in an automated dispensing device which shall include the date; drug name, dosage form, and
strength; quantity; hospital unit and a unique identifier for the specific device receiving the drug; initials
of the person loading the automated dispensing device; and initials of the pharmacist checking the drugs
to be removed from the pharmacy and the delivery record for accuracy,

2. Automated dispensing devices in hospitals shall be capable of producing a hard-copy record of
distribution which shall show patient name, drug name and strength, dose withdrawn, dose to be
administered, date and time of withdrawal from the device, and identity of person withdrawing the drug.

 desionee shall conduct at least a monthly audit to review distribution and
vof Schedule H through V drugs from each automated dispensing device as follows;

ensed fromthe

Schedule 1 through V dmgs i frotr
- recorded as

e to detec
-asedmthep_per. 2Vice.

b. A diserepancy report shall be generated for each discrepancy in the count of a drug on hand in the
evice. Each such report shall be resolved by the PIC or his designee within 72 hours of the time the

diserepancy was discovered or, if determined to be a theft or an unusual loss of drugs, shall be

iimmediately reported to the board in accordance with § 54.1-3404 E of the Drug Control Act.

c. The andit sha mclude areyiew nf a sample of admmzstratmn records from each device per month for
fing. Asample. shall include all Schedule II-V drugs administered
t legs than 24 consecutive hoirs during the audit period.

Iy de a check of medical records to ensure that a valid order exists for a random

4. If an automated dispensing device is used to obtain drugs for dispensing from an emergency room, a
separate dispensing record is not required provided the automated record distinguishes dispensing from

administration and records the identity of the physician who is dispensing.



5. Automated dispensing devices shall be inspected monthly by pharmacy personnel to verify proper
storage, proper location of drugs within the device, expiration dates, the security of drugs and validity of
access codes.

6. Personnel allowed access to an automated dispensing device shall have a specific access code which
records the identity of the person accessing the device.

7. Proper use of the automated dispensing devices and means of compliance with requirements shall be
set forth in the pharmacy's policy and procedure manual.

8. All records required by this section shall be filed in chronological order from date of issue and
maintained for a period of not less than two years. Records shall be maintained at the address of the
pharmacy providing services to the hospital except:

a. Manual Schedule VI distribution records may be maintained in offsite storage or electronically as an
electronic image that provides an exact image of the document that is clearly legible provided such
offsite or electronic records are retrievable and made available for inspection or audit within 48 hours of
a request by the board or an authorized agent.

b. Distribution and delivery records and required signatures may be generated or maintained
electronicaily provided:

(1) The system being used has the capability of recording an electronic signature that is a unique
identifier and restricted to the individual required to initial or sign the record.

(2) The records are maintained in a read-only format that cannot be altered after the information is
recorded.

(3) The system used is capable of producing a hard-copy printout of the records upon request.

¢. Schedule 1I-V distribution and delivery records may only be stored offsite or electronically as
described in subdivisions 9 a and b of this section if authorized by DEA or in federal law or regulation,

d. Hard-copy distribution and administration records that are printed and reviewed in conducting
required audits may be maintained at an off-site location or electronically provided they can be readily
retrieved upon request; provided they are maintained in a read-only format that does not allow alteration
of the records; and provided a separate log is maintained for a period of two years showing dates of
audit and review, the identity of the automated dispensing device being audited, the time period covered
by the audit and review, and the initials of all reviewers.

6t



Townhall Comments on Petitions for Rulemaking

Automated Dispensing Devices

Commenter: Mary Scott Garrett Parham Doctors' Hospital *
| fully support this change. Technology has become so much more sophisticated that expiration dates

are readily retrievable and problems with drawers identified via automatic notification on the cabinet., wifh error
messages ont he main console. There is little need for monthly review by the pharmacy staff.

6/20/11
: 17655
Commenter: Joe Ciezkowski, Director of Pharmacy, LewisGale Medical Center *

Comment on petitition of amend requirments for reviewing automated dispsneing machines

! support the proposed regulation amendment for the following reaons:

1. Hospital pharmacies have quality control systems in place fo look for many of the same items that are
required by the Board in 18VAC 110-20-490. However, it is rare that these quality control audits rnust be done
monthly, since variance is unusuat. While | agree that these audits are important and necessary, requiring that
the audits be performed monthly is time-consuming, and takes away time that could be used for other, more
productive, activities.

2. Specifically, 18VAC 110-20-490.5. requires monthly audits for 5 items that are actually reviewed by virtue of
the very use of the machines. Outdated drugs, location of drugs within the device, etc., are vital components of
the drug delivery system, and must be part of the day-to-day operation of the department. It would be more
usefui for the Board to know that the drug distribution system addresses these items on an ongoing basis than
to see the results of monthly audits.

i hope the Board will consider revising these requirements.

621111
17658
Commenter; Anita Atking, CJW Medical Center--JW Campus *

Automated ﬁispensing Cabinets in Hospitals
| fully support the changes proposed for the regulation, Automation offers mechanisms for expiration dates to

be monitored, security fo remain in fact, and ability to run audit reports as needed.

6/28/11
17665
Commenter: Karen Dunavant, Reston Hospital Center *

Comment on Petition for change to Automated Dispensing Cabinet requirements

| fully support a change in 18VAC110-20-490 section 5. The current process takes 40 to 60 man-hours each
- month to complete all audits required and does not identify possible diversion effectively,

Using a reconciliation software program simitar to RxAuditor, Pandora or others - a 24-hour audit of all
transactions for controlled substances becomes obsolete. These programs show statistical analysis over a
month. Using-the process set by the regulation, identifying possible diversion was hit or miss. Using

~



RxAuditor, we can identify specific employees to audit based on peer-to-peer comparisions of use for their unit.
This is a more effective use of the auditors time and addresses the diversion concerns,

Combine this with a facility using their ADC on "profile” mode, where a pharmacist must enter the order into the
hospital's Clinical System before the drug is available to the nurse {order verification). The use of Controlled
Substance perpetual inventory management systems {i.e, Cll-Safe, NarcStation, etc) where issues remain
open until appropriately stocked into the receiving ADC (narrowing the focus of audits for issue/restock).
Overrides and Open Discrepancies may be reviewed eastly and in a more timely manner.

Thank you for your consideration.

6/28/11
17666
Commenter: Karen Dunavant, Reston Hospital Center *

Comment on Petition for change to Automated Dispensing Cabinet requirements

I fully support a change in 18VAC110-20-490 section 5. The current process takes 40 to 60 man-hours each
month to complete all audits required and does not identify _possibfe diversion effectively,

Using a reconciliation software program simiiar to RxAuditor, Pandora or others - a 24-hour audit of all
transactions for controlled substances becomes cbsolete. These programs show statistical analysis over a
month. Using the process set by the regulation, identifying possible diversion was hit or miss. Using
RxAuditor, we can identify specific employees to audit based on pear-to-peer comparisions of use for their unit.
This is & more effective use of the auditors time and addresses the diversion concerns.

Combine this with a facility using their ADC on "profile" mode, where a pharmacist must enter the order into the
hospitals Clinical System before the drug is available fo the nurse {(order verification). The use of Controlied
Substance perpefual inventory management systems (i.e. Cli-Safe, NarcStation, eic) where issues remain
apen until appropriately stocked into the receiving ADC (narrowing the focus of audits for issuefrestock).
Overrides and Open Discrepancies may be reviewed easily and in a more timely manner.

Thank you for your consideration.

77
17682
Caommenter: Dana H. Anderson, Virginia Hospital Center *

Comment on Petition for change to Automated Dispensing Cabinets

| fully support a change in 18VAC110-20-490 section 5. My facility has 72 unique ADC locations and requires
a full tirme pharmacy employee to perform the 24 hour audits. These audits are not an effective method of
identifying potential diversion as the audit is a 24 hour snap shot within a months worth of activity.

I currently utilize a program that does statistical analysis on controlled substance activity over a 30 day period.
This statistical report identifies specific employees for each unique location and compares activity peer-to-peer.
This is an efficient and effective process and reviews a broader time frame o identify potential diversion.

in addition, orders are reviewed by a pharmacist and entered into the electronic MAR prior to the end user
having access to the medication. The use of a Conirolled Substance perpetual inventory management system
provides additional safe guards for potential diversion review.

| appreciate your consideration of this petition.

771
17683



Commenter: Michael Nyame-Mireku, Virgina Hospltal Center *
Comment on Petition for change to Automated Dispensing Cabinet requirements

1 am completely in support of changing 18VAC110-20-490 section 5. With increasing use of eMAR, CPOE, and
other third party monitoring programs, users could effectively and efficiently be fracked and monitored. C2 Safe
now allows perpetual inventory of controlled substances with easy electronic auditing.

The number of Pyxis machines being used in hospitals have increased significantly, requiring significant
resources to keep up with the paper auditing.

" | appreciate your consideration of this petition.

7/711
17684
Commenter: Noel Hodges, HCA Virginia *

18VAC110-20-490

I am in full support to change 18VAC110-20-490 section 5. The currant process takes valuable pharmacist
rnan-hours each month that could be used to promote patient care,

The manual audits required are not the most effective or effictent way 1o identify possible diversion. Using a
reconciliation software program (i.e. RxAuditor, Pandora) quickly provides an audit of all transactions for
conirolled substances. These programs show statistical analysis for each user and medication. Using such a
system, pharmacies can identify specific employees to audit based on peer-to-peer cormparisons.

Thank you for your consideration.

71711
17685
Commenter: Margaret Rowe Fauquier Health *

Proposed change r/t auditing ADD's on a monthly basis

I would like to add my voice to those who have already commented in favor of this change. | feel that the
process of performing these audits consumes valuable rescurces with very little to show for the effort in terms
of uncovering diversion. Systerns such as Pandora or RxAuditor provide much more powerfut and statistically
relevant data for us.

Thank youl

7711
17686
Commenter: Margaret Rowe Fauguier Health *

Proposed change r/f auditing ADD's on a monthly basis

I would like to add my voice to those who have already commented in favor of this change. [ feel that the
process of performing these audits consumes valuable resources with very little to show for the effort in terms
of uncovering diversion. Systems such as Pandora or RxAuditor provide much more powerful and statistically
relevant data for us.



Thank yout

77114
‘ . 17688
Commenter: Deborah Smith, PharmbD, Director of Pharmacy, LewisGale Montgomery *

Consideration of Automated Dispensing Audit.

As a longterm Pharmacist who has worked in a variety of settings | have had the opportunity to explore the
potential requirements of the monthly audits as currently outlined.

In the face of diverse checks and balances in place provided by automated dispensing cabinets daily as well
as services such as RX Auditor, | find the additional auditing currently in the regs duplicative and labor-intense,
In addition reports such as Compare within PYXIS as well as daily all station reports for controlled substances,
we have capability to already do this process on a prospective basis in our daily functions.

I am happy to expand upon this should additional informafion be required.

{ therefore respectively reguest consideration to consider this audit requirement a limitation rather than
enhancement of monitoring in the face of current automation as we know it in pharmagy practice

Thank you for your consideration,

7/8/11
17692
Commenter: Frederik Friis

Comment on Petition for change to Automated Dispensing Cabinet requirements {Like Mr Caren
donavan) - ‘

| agree with you Mr Caren donavan, i think | fully support a change in 18VAC110-20-490 section
5. The current process takes 40 to 60 man-hours each month to complete all audits required
and does not identify possible diversion effectively.

Using a reconciliation software program similar to RxAuditor, Pandora or others - a 24-hour
audit of all transactions for conirolled substances becomes obsolete. These programs show
statistical analysis over a month. Using the pracess set by the regulation, identifying possible
diversion was hit or miss. Using RxAuditor, we can identify specific employees to audit based
on peer-to-peer comparisions of use for their unit. This is a more effective use of the auditors
time and addresses the diversion concerns.

Combine this with a facility using their ADC on "profile” mode, where a pharmacist must enter
the order into the hospital's Clinical System before the drug is available to the nurse (order
verification}. The use of Controlled Substance perpetual inventory management systems (i.e.
Cli-8afe, NarcStation, etc) where issues remain open until appropriately stocked into the
receiving ADC (narrowing the focus of audits for issue/restock). Overrides and Open
Discrepancies may be reviewed easily and in a more timely manner.

Thank you for your consideration.

Makeityourring Diamond Engagement Rings
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7/8/11
17697
Commenter: Jerry W, Martin - Chippenham Hospital *

Auditing Automated Dispensing Cahinets

| am in support of modifications to 18 VAC 110-20. The software upgrades that are available to monitor
expiration dates as well as statistically analyze individual users if far superior to antiquated manual methods of
audit and much more dependable in providing the evidence required to control narcotic misuse and diversion.
The shift in man-hours and staffing to more valuable clinical functions would further support the true role of
pharmacist and pharmacy technicians in the healthcare environment.

Thank you for considering modifications to this regulation.

7/8/11
17608
Commenter: Annette Basler Reichenbaugh, Reston Hospital Center *

Auditing automated dispensing cabinets '

Please revise regulation to allow for some kind of automated program fo be used (RX Auditor, etc) to be used
as the first [evel of review to detect diversion. Once we receive the Rx Auditor we would then follow up on the
activity of employees found fo be 3 or 4 or 5 standard deviations above the rest of smiliar employees. We have
been auditing acudoses for years and found liftle diversion in this fashion. Once we started with RX Auditor we
found and terminated 4 employees for diversion (and yes reporied them to the Board!). Auditing individual
cabinets monthly is very labor intensive. | feel we get more bang for the buck with Rx Auditor,

Thanks

711111
17701
Commenter: Brian Caruth, Virginia Hospital Center *

Supporting Change to Automated Dispensing Cabinet Regufations

| support a change in 18VAC110-20-490 section 5. My hospital currently perfarms all required 24 hour audits
on ADC's AND uses a statistical analysis program to evaluate controlled substance activity. Compared to the
24 hour audits, the stafistical analysis software produces more data and detailed actionable information to
identify potential diversion. In addition to identifying potential diversion, the statistical analysis software also
provides a tevel of reassurance that employees ARE properly accessing and accounting for controlled
substances. .

it appears that other institution currently employ both 24 hour audits of ADC'’s and statistical analysis
programs. The comprehensive data sets produced by the statistical analysis programs provide more value
when compared to 24 hour audits of ADC's. Better alignment of Pharmacy auditing responsibilities with Board
requirements would likely result with the proposed regulatory changes to 18VAC110-20-490 section 5.

71111
‘ 17702
Commenter: Kimberli Burgner, HCA Virginia *

18VAC110-20-490 section 5

| am in full support to change 18VAC110-20-4590 section 5. The current process takes valuable
pharmagist time each month that could be used to promote "Best Practice".

T



The manual audits required are not the most effective or efficient way to identify possible diversion, It has been
reasearched and shown that using a reconciliation software program (i.e. RxAuditor, Pandora) quickly provides
an audit of ali transactions for controlled substances. These programs show statistical analysis for each user
and medication. Using such a system, pharmacies can ideniify specific employees to audit based on peer-to-
peer comparisons. This has moved diversion monitoring to a new level.

Thank you for your consideration.

7M1/11
17703
Commenter: Debra Ryan, Reston Hospital Center *

Auditing Automated Dispensing Cabineis

Technology has and continues fo change the pharmacy landscape that we work in, especially in the area of
manitoring inventory and reconciliation of medication transactions. Currently available software programs give
pharmagcists the ability to assess and manage the entire drug supply chain from acquisition to administration to
an individual patient. This includes the fracking and evaluation of controlled drug activity for an entire time
period versus looking at a slice of activity and extrapolating the information obtained in that 24 hour period to
an entire month. Hoping that diversion is not faking place on the dates not audited. In my experience an
individual involved in diversion rationalizes and is willing to take a chance that they won't be caught on a
routine audit. The methods and resources we had in the past for detecting diversion supported that
rationalization.

There is the old adage that a system is only as good as the information it contains. Pharmacy resources would
be better spent perfecting and tailoring the available software programs fo meet the profile of our individual
hospitals. Available programs give us the capability of looking at all fransactions and then to use the power of
statistics to identify where o concentrate our in-depth audits. | support this change in regulation.

7M1/
17704
Commenter: Barbara S. Wiggins *

Automated Dispensing Machines

I am in support of the medifications to 18 VAC 110-20. There is data available to monitor/audit these stations
that is far less time intensive and labor intensive. Removing this requirement will free up staff to provide
more valuable clinical services.

Thank you for considering modifications to this regulation.

7M1
177056
Commenter: Michaiah Parker, CJW Medical Center *

Suppori changes

i agree that automated dispensing cabinets and barcoded technology have allowed much of the experiation
date information to be captured electronically. As a clinical specialist that is expected 1o profile review 34 |CU
patient beds, participate in interdisciplinary-and bedside surgical rounding on patients daily, and focus on other
medication safety issues / medication use evaluation development / and patient/staff education, having to
spend time monthly for dispensing cabinet audits detracts from my ability fo address critical issues in my sick



patients, i the technology has shown that it is effective in this aspect of pharmacy management, it would be
much needed to free pharmacists up to focus on clinical services.

T
17708
Commenter: Kim Biggers Hayes, Henrico Doctors' Hospital *

Commetn on Petition for change to Automated Dispensing Cabinet Requirements

I fully support 2 change in 18VAC110-20-490 section 5. My facility has 43 unique ADC locations. The manual
audits are not an effective method of identifying potential diversion as the audit is a 24 hour snap shot within a
30 day period of activity.

We current utilize a program that completes statisfical analysis on controlled substance activity over a 30 day
period. This statistical report identifies specific exmployees for each unigue location and compares peer-to~-peer
activity. This is an efficient, effective and more thorough process and reviews a broader time frame to identify
potential diversions.

Enhanced further is the use of an ADC in "profile” mode, where a pharmacist must enter the medication order
info the hospital's clinfcal informatics system before the drug is available to the nurse in the ADC. The use of
controlled substance perpetual inventory management systermns such as Cli Safe or NarcStation where issues
remain open until appropriately stocked into the receivng ADC also support a more improved process over a
manual review. Technology is available {o meet the intent of the regulation.

| believe the combination of profile dispensing ADCs, autormated controlled substance inventory systems and
controlted substance statistical analysis software provide a much greater diversion tracking systemn than the
current regulations of a manual review over a limited period of time.

Thank your for considering modifications to this regulation.

711011
17707
Commenter: Daniel Miller, John Randolph Medical Center *

In Support of Changes

| support the proposed changes to 18VAC110-20-490 section 5. These changes will free valuable
pharmacist man hours that can be dedicated to enhancing patient care without compromising the ability
to detect diversion. ‘



Review “run dry” requirement for automated counting devices in
18VAC110-20-355

Board received comment from Delegate Chris Jones that there is an increasing trend to
use counting device bins to more securely store certain slow-moving drugs which may
not inherently run dry every 60 days, and therefore, the requirement for a bin to “run
dry” every 60 days under certain circumstances may be overly burdensome.
Reguested consideration of this current requirement.

In Board agenda packet:
e Copy of Regulation 18 VAC 110-20-355

Board action:
e Adopt Notice of Intended Regulatory Action (NOIRA), OR

¢ Deny request for rulemaking

s



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 lot or control 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 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 the 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 Jot 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 ot is adﬁed t&; a bin at one time, but a subsequent lot may be added before the first has

ohée every 6(3 days f;vﬁh éfecdrd made of the Tn dry dates
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D. A pharmacy may return a dispensed drug fo 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 label 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.

¥



Consider amending guidance document 110-9, Major 24, regarding definition of
“low volume” :

In Board agenda packet:

» Copy of letter from Containment Technologies Group, Inc. to consider amending
definition of “low volume” within guidance document 110-9

e Copy of relevant section from guidance document 110-8

Board action:

e Amend definition in guidance document, OR
¢ Deny request to amend definition, OR

» Request staff to conduct further research and table issue until December board
meeting
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§ Containment Te

] July 1, 2011
Virginia Board of Pharmacy
- ATTN: Carcline Juran, Executive Director
9960 Mayland Drive
Suite 300
Henrico, Virginia 23233-1463

RE: Sterile Compounding of Hazardous Drugs
Dear Ms.Juran, -

Thank you for speaking with me on July 1* in regards to the Virginia Board of Pharmacy
Guidance Document 11-9 item number 24. Currently this document defines conditions of “Low
Volume” for compounding hazardous drugs as no more than 15 CSP’s per week or as defined by
USP.

The volume of hazardous drugs that can be compounded safely is a direct function of the
containment capability of the engineering control utilized in compounding. Currently there are
two classes of engineering controls used in compounding hazardons drugs. The Class II
biological safety cabinet and what USP <797> describes as CACI’s (Containment Aseptic
Compounding Isolator). Within the CACI there are several different manufacturers’ designs.

The traditional engineering control used in pharmacy compounding since the 1980°s until present
day has been the class II biological safety cabinet, this engineering control was not tested for

containment capabilities in compounding hazardous drugs until the late 1990°s. Tests' conducted
at six cancer centers found this technology incapable of containing the compounded preparations.

CACTI’s as a primary engineering control came to the United States in the 1990°s. Depending on
the design of the CACI it can provide a much greater containment than BSC’s but like all
engineering controls should be tested to determine its capability.

Containment Technologies Group, Inc. has documented the containment capability of its MIC
Isolator (CACI) through two independent studies. The studies were conducted by SafeBridge
Consultants” and have been included in the supporting documentation attached to this letter. The
second study also conducted by SafeBridge was observed by NIOSH personne] involved in the
hazardous drug communication document.

The data generated in the two studies show conclusively that the containment capabilities of the
MIC Isolator that is manufactared by CTG, Inc. far exceeds the low volume benchmark of 15
CSP’s as defined within Guidance Document 11-9. The validated studies and resultant data show
that the low volume benchmark while performing hazardous compounding within the MIC
negative pressure isolator is 150 doses per person per 8-hour shift. Our proprietary technology is




quite different from a BSC or an exhaust type isolator. Qur MIC Family of isolators are
considered to be a non-exhaust, gas-tight, re-circulating isolator. Following this engineering
design allows the practitioner to perform hazardous compounding in a much safer environment.

I am sure that the intent of the Board’s Guidance Document was not to limit innovation through
regulation. USP when composing the <797> standard used the term “low volume” because they
had not atternpted to contact equipment manufacturers and was looking for a simple answer to a
complex question. A definitive number needs to be scientifically supported by data such as the
studies conducted on the MIC because each individual engineering control design has specific
capabilities.

In the introduction of the 797 chapter, it states “The use of technologies, techniques, materials
and procedures other than those described in this chapter is not prohibited so long as they have
been proven to be equivalent or superior with statistical significance to those described herein”.
This statement appears to be a clear and welcomed stance from USP 1o encourage and drive
innovation and continuous improvements. The end goal is of course a continuous effort to.
improve patient safety, provider safety, and environmental safety.

An option could be for the Virginia Board would be to require all engineering control
manufacturers to provide proof of the capabilities of the equipment. Place the burden of proof on
the manufacturer to state the low-volume benchmark and to of course back this statement with
independently produced data and studies. Each compounding facility would be required to
maintain this documentation on file for review and audit by the state inspectors,

We are willing to provide any assistance or detailed review of our documentation at any time. [
am personally willing to meet with your board or with USP to further discuss the information
provided by CTG, Inc.

Sincerely,

Huh BA

Hank Rahe

Technical Director

Containment Technologies Group, Inc.
317-713-8203 (office)

317-753-5312 (cell)

hrahe@mic4.com

Attachments: CTG documentation two CD’s and print copies of the referenced studies
1. Surface contamination with antineoplastic agents in six cancer freatinent centers in Canada
and the United States Am J Health Syst Phamm July 1, 1999 56:1427-1432
2. SafeBridge Consultants, Inc , 1924 Old Middlefield Way, Mountain View CA 94043
Phone 650 961-4820




Attachments

Butler Study - Testing of the MIC barrier isolator for containment,

Purpose: Testing by SafeBridge Consultants was conducted at Butler University in
their stenle products teaching laboratory to determine the following:

1. The arbome concentration of the surrogate marker inside the MIC.
2. Determine the surface concentration of surrogate marker inside the MIC.
3. Determine the surface concentration of surrogate marker present on
piggybacks prepared according to protocols normally used for preparation of
IV admixtures (no protection of the piggyback inside the MIC,
" 4. Determine the surface concentration of surrogate marker present on
piggybacks prepared according to protocols, which covered the piggyback
with a zip lock bag during preparation (protection of the piggy back inside
the MIC).
Determine the airborne concentration that occurs during the “spiking” of &
pre primed set with a piggyback contained the surrogate.
6. Determine the surface contamination created during the “spiking” of a pre-
primed set with a piggyback containing the surrogate.

Y,

Test conditions were the MIC operating with negative pressure of 0.02 inches of water
¢olumn in an air-conditioned room. The surrogate marker was naproxen sodium that
has a detection level of 2 nanograms per cubic meter using 8 HPLC analytical method.

The instructor that teaches the sterile products courses at Butler University, a practicing
pharmacist conducted the manipulations for all the above testing protocols. Protocols
for the testing were reviewed by and NIOSH personnel involved with the Hazardous
Drug Alert observed the testing.

Summary of results

1. Determine the airberne concentration of the surrogate marker inside the
MIC.

The airborne concentration of the surrogate marker inside the MIC ranged from
Less than 7 to 405 nanograms per meter cube depending on location. This was
measured during the preparation of eighty 50ml piggybacks. The surrogate was
prepared m 10mi vials ar a concentration of 150 mg per ml. A 20 gauge needle
was used.

There was no detection of the surrogate outside the main chamber of the MIC
There was no detection of the swrogate mside the atrlock.

There was no detection of the surrogate in the preparation area.

Note: Background level of Naproxen Sodaum was 1 Inanograms per cubic meter
Airhnrne concentration

3\
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Conclusion:
There was no detectable surrogate inside the airlock or in the preparation
area based on a detection level of the surrogate of 2.0 nanograms per cubic
meter using HPLC analytical method of analysis.
2. Determine the surface concentration of surrogate marker inside the MIC.
Surface concentration:
Left side near inlet HEPA filter >10 nanograms per cubic meter
Right side near exhaust HEPA filter . >10] nanagrams per cubic meter
Work area »137 nanograms per cubic meter
Note: > Indicates less than
Conclusion:
The MIC air handling system is working to capture airborne particulates.
3. Determine the surface concentration of surrogate marker present oo
piggybacks prepared according to protocols normalily used for preparation
of IV admixtures (no protection of the piggyback inside the MIC,
Surface concentration:
Using the “standard™ method of no protection of piggyback surface - 0.02
Note: Concentrations are expressed in nanograms per cubic centimeter
Standard ~ 0.02 x 100/ 10 = 0.2 nanoegram per cubic meter
4. Determine the surface concentration of surrogate marker present on
piggybacks prepared according to protocols, which covered the piggyback
with a zip lock bag during preparation (protection of the piggy back inside
the MIC).
Surface concentration;
Using the method of protecting the piggybacks with a zip lock bag - 0.01

Note: Concentrations are expressed in nanograms per cubic centimeter

Best Practice — 0,01 x 100 /10 = 0.1 nanogram per cubic meter
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Conclusions number 3 and number 4

Bath the standard methed of not covering the piggyback and best practice,
method of covering the piggyback with a zip lock bag shows surface produced
results of 0.2 nanograms per cubic meter zirborne equivalent. The best practice
method of covering the piggyback with a zip Jock bag resulted in a 100%
improvement of the surfuce concentration ever the standard method,

Surface contamination for purposes of evaluating potential exposures has a
conversion factor of 10x less than airborne concentrations that means that it

takes approximated ten times the amount of surface concentration as compared
the airborne concentrafion. Oue hundred square centimeters is considered the
area of a human hand and is used to calcuiate potential exposures concentration

of surface sumples compared to airborne concentrations, Based on this standard
Industrial Hygtene practice of calcnlating exposure potential the resnlts of the
surface concentration levels can be converted to sirborne concentration equivalent.

Summary of Airborne and Surface Sampling of the MIC

There was uo detectable surrogate inside the airlock or in the preparaton
area based on a detection level of the surrogate of 2.0 nanograms per cubic
meter using HPLC analytical method of analysis.

Surface sampling indicates using best practices that the surfaces of
piggybacks prepared in the MIC show trace concentrations of 0,1
nanograms of the surrogate material

Determine the zirborne conceniration that occurs during the “spiking” of a
pre primed set with a piggyback contained the surrogate,

7]

Air monitoring

Twenty-five administration sets were pre primed and then a 50ml piggyvback was
“gpiked” 1o the set on an open counter.

Pharmacist breathing zone spiking twenty-five (25) sets <14 nanograms per cubic meter

Area samples:
Uipper work surface within 12" of “spiking” ~ 21.4 nanograms per cubic rmeter
L work surface within 12” of “spiking” - >14 nanograms per cubic meter
Right side surface within 12" of “sptking” - >14 nanograms per cubic meter

Ambient area approximately 20° from "Spiking” - >14 nanograms per cubic meter

Note: > Indicates less than :
Note: Background of Naproxen Sodium was > 14 nanograms per cubic meter
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6. Determine the surface contamination created during the “spiking™ of a pre
primed set with a piggyback containing the surrogate.

Surface sampling
Twenty-five administration sets were pre prmed and then a 50m piggyback was
“spiked” 10 the set on an open counter. Wipe samples of the primary work surface

before and after operations.

Resuits showed a net concentration of surrogate was 0.047 nanograms per centimeter
square or equivalent airborne concentration of 0.47 nanograms per cubic meter.

Summary of “spiking” pre primed sets airborne and surface sample
results

Data indicates that with pre priming of the sets the concentration the concentration of the
surreogate materials was:

Airborne less than 22.0 nanograms per cubic meter.
Surface less than 0.47 nanograms per cubic meter equivalent

Results of other data gathered during testing
Concentration of surrogate materials detected during pre priming of sets both in

girborne sampling and surface sampling ere significantly below pharmaceuntical
companies exposure levels nsed to monitor the manufacturing workplace,

Conclusions

The MIC provides protection levels that exceed pharmaceutical
muanufacturers recommendations for protection of their employees
producing the cytotoxic drugs both in airborne and surface concentrations.
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Guidance requested by staff regarding perpetual inventories

Staff is requesting guidance for how to inspect for compliance with the requirement of
performing “reconciliation” during a perpetual inventory of all Schedule Il drugs received
and dispensed, i.e., what documentation, if any, must be maintained as proof of
performing reconciliation, is a verbal explanation of a discrepancy sufficient, should the
quantity recorded on the inventory be corrected to accurately reflect the quantity on-
hand? If guidance is offered, staff recommends including this information in guidance
document 110-16 to educate the licensees of the expectation and amending Major
Deficiency #15 in guidance document 110-9 to include language regarding
reconciliation.

In Board agenda packet:
e Copy of relevant sections from Regulations 18VAC110-20-10 and 18VAC110-20-
240
e Copy of guidance document 110-16 entitled Performing Inventories
e Copy of relevant section of guidance document 110-9

Board action:
¢ Amend guidance document 110-16 to include guidance for performing
rteconciliation during a perpetual inventory of all Schedule I drugs received and
dispensed AND
e Amend Major Deficiency #15 in guidance document 110-9 to include language
regarding reconciliation

36



Regulation 18VAC110-20-10

tory" means an ongoing system for recording quantities of drugs received, dispensed or
buted by a pharmacy.

18VAC110-20-240. Manner of maintaining records, prescriptions, inventory records.

A, Bachpharmacy shall'maintain the inventories and records of drugs as follows:

_. _Weé at 1east menthiy

2. Inventories and records of drugs listed in Schedules III, IV, and V may be maintained separately or
with records of Schedule VI drugs but shall not be maintained with other records of the pharmacy.

3. All executed order forms, prescriptions, and inventories of Schedule 11 through V drugs shall be
maintained at the same address as the stock of drugs to which the records pertain. If authorized by DEA,
other records pertaining to Schedule II through V drugs, such as invoices, may be maintained in an off-
site database or in secured storage. All records in off-site storage shall be retrieved and made available
for inspection or audit within 48 hours of a request by the board or an authorized agent.

4, All inventories required by § 54.1-3404 of the Code of Virginia shall be signed and dated by the
person taking the inventory and shall indicate whether the inventory was taken prior to the opening of
business or after close of business. A 24-hour pharmacy with no opening or closing of business shall
clearly document whether the receipt or distribution of drugs on the inventory date occurred before or
after the inventory was taken.

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

6. All records required by this section shall be filed chronologically and maintained for a period of not
less than two years from the date of transaction.

B. Prescriptions.

1. A hard copy prescription shall be placed on file for every initial prescription dispensed and be
maintained for two years from the date of last refill. All prescriptions shall be filed chronologically by

date of initial dispensing.



2. Schedule II drugs. Prescriptions for Schedule I drugs shall be maintained in a separate prescription
file.

3. Schedule IIT through V drugs. Prescriptions for Schedule III through V drugs shall be maintained
either in a separate prescription file for drugs listed in Schedules III, IV, and V only or in such form that
they are readily retrievable from the other prescriptions of the pharmacy. Prescriptions will be deemed
readily retrievable if, at the time they are initially filed, the face of the prescription is stamped in red ink
in the lower right corner with the letter "C" no less than one inch high and filed in the prescription file
for drugs listed in the usual consecutively numbered prescription file for Schedule VI drugs. However, if
a pharmacy employs an automated data processing system or other electronic recordkeeping system for
prescriptions which permits identification by prescription number and retrieval of original documents by
prescriber’s name, patient's name, drug dispensed, and date filled, then the requirement to mark the hard
copy prescription with a red "C" is waived.

C. Chart orders.

1. A chart order written for a patient in a hospital or long-term care facility, a patient receiving home
infuston services, or a hospice patient pursuant to §54.1-3408.01 A of the Code of Virginia shall be
exempt from having to contain all required information of a written prescription provided:

a. This information is contained in other readily retrievable records of the pharmacy; and

b. The pharmacy maintains a current policy and procedure manual that sets out where this information is
maintained and how to retrieve it and the minimum requirements for chart orders consistent with state
and federal law and accepted standard of care.

2. A chart order may serve as the hard-copy prescription for those patients listed in subdivision 1 of this
subsection.

3. Requirements for filing of chart orders.

a. Chart orders shall be filed chronologically by date of initial dispensing with the following exception:
If dispensing data can be produced showing a complete audit trail for any requested drug for a specified
time period and each chart order is readily retrievable upon request, chart orders may be filed using
another method. Such alternate method shall be clearly documented in a current policy and procedure
manual. ’

b. If a single chart order contains both an order for a Schedule Il drug and one or more orders for a drug

in another schedule, where the Schedule IT drug is not floor stocked, but is dispensed from the pharmacy
pursuant to this order for the specific patient, the original order must be filed with records of dispensing

of Schedule IT drugs and a copy of the order placed in the file for other schedules.
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Guidance Document 110-16

Performing Inventories
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Guidance Document: 110-16 Revised: 3/2011

Virginia Board of Pharmacy

Performing Inventories

Various sections of law or regulation, to include §§ 54.1-3404 and 54.1-3434 of the Code of Virginia and
18 VAC 110-20-240 of the Regulations of the Board of Pharmacy, address requirements for performing
an inventory of drugs in Schedules I-V. However, it is unclear whether certain individuals are required to
perform a physical count of the drugs when performing the inventories. Recently, the Board concluded
the following:

e Those persons required in law to perform an inventory of drugs shall physically count the drugs in
Schedules I-V when a theft or any other unusual loss has occurred, and he is unable to determine
the exact kind and quantity of the drug loss;

o Dispensers, researchers, and reverse distributors may otherwise perform the inventory in a manner
consistent with federal allowances, as listed in 21 CFR 1304.11 (attached to this document), which
require a physical count of drugs in Schedules I and II, but allow for an estimation of drugs in
Schedules [II-V unless the container contains greater than 1,000 tablets/capsules; and

e Nothing shall prohibit a person from choosing to perform a physical count of all drugs listed in
Schedules [-V when performing an inventory.

q0



Guidance Document: 110-16 Revised: 3/2011

Sfrom 21 CFR 1304.11

Section 1304.11 Inventory Requirements

(a)General requirements. Each inventory shall contain a complete and accurate record of all controlled
substances on hand on the date the inventory is taken, and shall be maintained in written, typewritten, or
printed form at the registered location. An inventory taken by use of an oral recording device must be
promptly transcribed. Controlled substances shall be deemed to be “on hand” if they are in the possession
of or under the control of the registrant, including substances returned by a customer, ordered by a
customer but not yet invoiced, stored in a warehouse on behalf of the registrant, and substances in the
possession of employees of the registrant and intended for distribution as complimentary samples. A
separate inventory shall be made for each registered location and each independent activity registered,
except as provided in paragraph (e)(4) of this section. In the event controlled substances in the possession
or under the control of the registrant are stored at a location for which he/she is not registered, the
substances shall be included in the inventory of the registered location to which they are subject to control
or to which the person possessing the substance is responsible. The inventory may be taken either as of
opening of business or as of the close of business on the inventory date and it shall be indicated on the
inventory.

(b)nitial inventory date. Every person required to keep records shall take an inventory of all stocks of
controlled substances on hand on the date he/she first engages in the manufacture, distribution, or
dispensing of controlled substances, in accordance with paragraph (e) of this section as applicable. In the
event a person commences business with no controlled substances on hand, he/she shall record this fact as
the initial inventory.

(c) Biennial inventory date. After the initial inventory is taken, the registrant shall take a new inventory of
all stocks of controlled substances on hand at least every two years. The biennial inventory may be taken
on any date which is within two years of the previous biennial inventory date.

(d)inventory date for newly controlled substances. On the effective date of a rule by the Administrator
pursuant to §§1308.45, 1308.46, or 1308.47 of this chapter adding a substance to any schedule of
controlled substances, which substance was, immediately prior to that date, not listed on any such
schedule, every registrant required to keep records who possesses that substance shall take an inventory of
all stocks of the substance on hand. Thereafter, such substance shall be included in each i mventory made
by the registrant pursuant to paragraph (c) of this section.

(e)Inventories of manufacturers, distributors, dispensers, researchers, importers, exporters and chemical
analysts. Each person registered or authorized (by §1301.13 or §§1307.11--1307.13 of this chapter) to
manufacture, distribute, dispense, import, export, conduct research or chemical analysis with controlled
substances and required to keep records pursuant to §1304.03 shall include in the inventory the
information listed below.

Q\



Guidance Document: 110-16 Revised: 3/2011

(1) Inventories of manufacturers, Each person registered or authorized to manufacture controlled
substances shall include the following information in the inventory:

(i) For each controlled substance in bulk form to be used in (or capable of use in) the manufacture of the
same or other controlled or non-controlled substances in finished form, the inventory shall include:

(A) The name of the substance and
(B) The total quantity of the substance to the nearest metric unit weight consistent with unit size.

(ii) For each controlled substance in the process of manufacture on the inventory date, the inventory shall
include:

(A) The name of the substance;

(B) The guantity of the substance in each batch and/or stage of ﬁanufacture, identified by the batch
number or other appropriate identifying number; and

(C) The physical form which the substance is to take upon completion of the manufacturing process (e.g.,
granulations, tablets, capsules, or solutions), identified by the batch number or other appropriate
identifying number, and if possible the finished form of the substance (e.g., 10-milligram tablet or 10-
milligram concentration per fluid ounce or milliliter) and the number or volume thereof.

(iii)For each controlled substance in finished form the inventory shall include:

(A) The name of the substance;

(B) Each finished form of the substance (e.g., 10-milligram tablet or 10-milligram concentration per fluid
ounce or milliliter);

(C) The number of units or volume of each finished form in each commercial container (e.g., 100-tablet
bottle or 3-milliliter vial); and

(D) The number of commercial containers of each such finished form (e.g. four 100-tablet bottles or six 3-
milliliter vials).

(iv)For each controlled substance not included in paragraphs (e)(1)

(i), (ii) or (iii) of this section (e.g., damaged, defective or impure substances awaiting disposal, substances
held for quality control purposes, or substances maintained for extemporaneous compoundings) the
inventories shall include: ‘

(A) The name of the substance;

(B) The total quantity of the substance to the nearest metric unit weight or the total number of units of

finished form; and
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(C) The reason for the substance being maintained by the registrant and whether such substance is capable
of use in the manufacture of any controlled substance in finished form.

(2) Inventories of distributors. Except for reverse distributors covered by paragraph (e)(3) of this section,
each person registered or authorized to distribute controlled substances shall include in the inventory the
same information required of manufacturers pursuant to paragraphs (€)(1)(iii) and (iv) of this section.

(3) Inventories of dispensers, researchers, and reverse distributors. Each person registered or authorized
to dispense, conduct research, or act as a reverse distributor with controlled substances shall include in the
inventory the same information required of manufacturers pursuant to paragraphs (e)(1)(iii) and (iv) of
this section. In determining the naumber of units of each finished form of a controlled substance in a
commercial container which has been opened, the dispenser, researcher, or reverse distributor shall do as
follows:

(i) If the substance is listed in Schedule I or II, make an exact count or measure of the contents, or

(ii) If the substance is listed in Schedule III, IV or V, make an estimated count or measure of the contents,
unless the container holds more than 1,000 tablets or capsules in which case he/she must make an exact
count of the contents.

(d)Inventories of importers and exporters. Each person registered or authorized to import or export
controlled substances shall include in the inventory the same information required of manufacturers
pursuant to paragraphs (e)(1) (iii) and (iv) of this section. Each such person who is also registered as a
manufacturer or as a distributor shall include in his/her inventory as an importer or exporter only those
stocks of controlled substances that are actually separated from his stocks as a manufacturer oras a
distributor (e.g., in transit or in storage for shipment). '

(5)Inventories of chemical analysts. Each person registered or authorized to conduct chemical analysis
with controlled substances shall include in his inventory the same information required of manufacturers
pursuant to paragraphs (e)(1) (iii) and (iv) of this section as to substances which have been manufactured,
imported, or received by such person. If less than 1 kilogram of any controlled substance (other than a
hallucinogenic controlled substance listed in Schedule I), or less than 20 grams of a hallucinogenic
substance listed in Schedule I {other than lysergic acid diethylamide), or less than 0.5 gram of lysergic
acid diethylamide, is on hand at the time of inventory, that substance need not be included in the
inventory. Laboratories of the Administration may possess up to 150 grams of any hallucinogenic
substance in Schedule I without regard to a need for an inventory of those substances. No inventory is
required of known or suspected controlled substances received as evidentiary materials for analysis.

3
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Discuss ISMP and pharmacist’s concerns regarding 15-minute prescription
guarantee dispensing policy

in Board agenda packet:
e Copy of letter to Board from pharmacist regarding Harris Teeter Pharmacy
o Copy of letter from ISMP to NABP

Board action: 7
¢ Determine appropriate response to letter
¢ Determine if action is needed to address policy



To: Virginia Board of Pharmacy

I am a licensed VA pharmacist who is quite concerned about the safety of my patients.
Currently, my employer—Harris Teeter Pharmacy, is following in the misguided
footsteps of Rite Aid and intends o implement the “15-minute Prescription Guarantee”
in mid-August 2011. This process guarantees that if a patient brings up to 3
prescriptions, they will be ready in 15 minutes or less. If the pharmacy fails to meet this
mark, the customer receives a gift card.

The pressure on pharmacists today continues to mount with increased third-party
demands requiring countless time spent on the phone, the addition of immunizations,
increased prescription volumes due to free 14-day supplies of certain antibiotics, and
cuts in technician hours. All of which pull a pharmacist in several different directions at
once. Couple ali of these factors with the reality that each prescription must be checked
for complete accuracy, making sure the correct patient is getting the correct drug, dose,
and directions. The profile must be verified to assure there are no therapeutic
duplications or drug interactions. Often, the pharmacist must call the physicians’ office
for clarification or to alert the physician of an allergy issue. In addition, patients are
constantly approaching the pharmacist with over-the-counter questions and concerns.

With all of the demands on pharmacists, it seems grossly inappropriate to add a speed
requirement. Patient safety is the pharmacist's primary concern, but when a company's
driving motivation is volume and profits, there will be consequences. Unfortunately,
those consequences will be medication errors that could ultimately compromise patient
safety and result in harm to the patient. Just ask yourself this: would it be suitable to
require a surgeon to perform a surgery in 1 hour or less, or the patient gets reduction in
the price of his or her procedure? How has it become acceptable to place an unrealistic
timeframe on healthcare?

The Institute for Safe Medication Practices (ISMP) has already received reports of
serious medication errors wherein the pharmacist was so rushed that he/she could not
appropriately verify their work. The ISMP has gone on in a letter to the NABP to state
that “The problem with these [guarantees] is that they can jeopardize public health by
putting pressure on pharmacists to work as quickly as possible and discouraging them
from checking the patient's history and drug profile...”

| realize that Board of Pharmacy’s primary objective is to protect the public. Soas a
practicing pharmacist, | urge you to examine this trend of “fast-food pharmacy” and put
a stop to a practice that could compromise patient safety.

ko
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June 6, 2011

Malcolm J. Broussard, RPh

President

National Association of Boards of Pharmacy
1600 Feehanville Drive

Mount Prospect, IL 60056

Dear Mr. Broussard:

As the only national nonprofit organization focused entirely on efforts to prevent medication
errors, we are writing on behalf of the Institute for Safe Medication Practices {ISMP) Board
of Trustees to voice our concern about a safety issue that has been illustrated by a wave of
recent national advertising—promoting and rewarding the speed at which community
pharmacies dispense prescriptions for patients. The Naticnal Association of Boards of
Pharmacy (NABP) and its members should play a key role in discouraging speed as a primary
marketing tool for pharmacy services,

One of the largest pharmacy chains, Rite Aid Corporation, now advertises a “15-Minute
Prescription Guarantee,” where up to three new prescriptions wiil be dispensed within 15
minutes (average of about 5 minutes) or less. If a pharmacy fails to meet the mark, the
customer receives a 55 gift card. Although there are some caveats mentioned in the fine
print, the message is clear that speed should be a primary motivator in choosing a
pharmacy. This trend is not limited to just one pharmacy corporation; other chains as well as
independent community pharmacies have, from time to time, initfated advertising
campaigns that insinuate or offer similar prescription time guarantees to their customers.

We have heard from pharmacists who claim that their pharmacy’s management actually
tracks pharmacist productivity based on the number of prescriptions they dispense and
whether or not they meet time promises. A 15-minute dispensing claim for up to three
prescriptions can jegpardize public health by putting pressure on pharmacists to work as
quickly as possible and discouraging them from checking the patient’s history and drug
profile; looking for possible drug interactions or duplications and other drug use evaluation
concerns; calling physicians’ offices for clarification; and educating patients about the proper
use of prescriptions {e.g., meeting patient counseling regulations).

it is unacceptable to hold pharmacists to specific timeframes for preparing and dispensing
medications, since any mistakes that occur can have devastating effects on patients. Time
limits aiso help promote the idea that the dispensing of medications is a ‘quick in and out
process’ that anly involves counting tablets,

ISMP frequently receives reports from consumers about medication errors resulting in harm
to them ar a family member. All too often they observe that the pharmacist seemed so
rushed that work could not be thoroughly checked. Examples of serious errors due to
volume and workplace distractions have been published in the ISMP Medication Safety
Alert! Community/Ambulatory Care Edition newsletter,
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We realize that there are many issues that need to be addressed to encourage greater adoption of pharmaceutical care
and improve safety in community pharmacy practice, such as reimbursement for counseling. But the reality is that
community pharmacy prescription programs and inducements for such (e.g., discount coupons) are detrimental to
safety and the practice of pharmacy, We should not be educating consumers that the primary determining factor about
where they should have prescriptions dispensed is speed.

Since NABP’s mission is to support state boards of pharmacy in protecting public health, ISMP requests that NABP
explore and assist members in employing methods to eliminate inducements to consumers that insinuate or promise
prescriptions will be dispensed within timeframes that may compromise patient safety.

Sincerely,

7 |
Lou Martinelli, PhD, PharmD
Chair, ISMP Board of Trustees

Michael R. Cohen, RPh, MS, ScD, FASHP
President, [SMP

Ce: ISMP Board of Trustees -
Carmen Catizone, Executive Director, NABP
William T. Winsley, MS, RPh, Immediate Past President, NABP



Tentative Dates for the 2012 Full Board
Meetings

March Dates:

Tuesday, March 13°

June Dates:

Monday, June 11°*
Tuesday, June 12"

September Dates:

Tuesday, September 11*
Wednesday, September 12*
Thursday, September 13"

December Dates:

Monday, December 10®
Wednesday, December 12°



Virginia Department of Health Professions
2012 Session of the General Assembly

Draft Legislation

A bill to amend and reenact §§ 54.1-2521, 54.1-2523, 54.1-2523.1 and 54.1-2523.2 of the Code
of Virginia, relating to reporting and disclosure requirements for the Prescription Monitoring
Program.

Be it enacted by the General Assembly of Virginia:

1. That §§ 54.1-2521, 54.1-2523, 54.1-2523.1 and 54.1-2523.2 of the Code of Virginia are
amended and reenacted as follows:

§ 54.1-2521. Reporting requirements.
A. The failure by any person subject to the reporting requirements set forth in this section and the
Department's regulations to report the dispensing of covered substances shall constitute grounds

for disciplinary action by the relevant health regulatory board.

B. Upon dispensing a covered substance, a dispenser of such covered substance shall report the
following information:

1. The recipient's name and address.

2. The recipient's date of birth.

3. The covered substance that was dispensed to the recipient.
4, The quantity of the covered substance that was dispensed.
5. The date of the dispensing.

6. The prescriber's identifier number.

7. The dispenser's identifier number.

8. Method of payment for prescription

8 9. Any other non-clinical information that is designated by the Director as necessary for the
implementation of this chapter in accordance with the Department's regulations.
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9: 10. Any other information specified in regulations promulgated by the Director as required in
order for the Prescription Monitoring Program to be eligible to receive federal funds.

C. The reports required herein shall be made and transmitted in such manner and format and
according to the standards and schedule established in the Department's regulations,

§ 54.1-2523. Confidentiality of data; disclosure of information; discretionary authority of
Director.

A. All data, records, and reports relating to the prescribing and dispensing of covered substances
to recipients and any abstracts from such data, records, and reports that are in the possession of
the Prescription Monitoring program pursuant to this chapter and any material relating to the
operation or security of the program shall be confidential and shall be exempt from the Virginia
Freedom of Information Act (§ 2.2-3700 et seq.) pursuant to subdivision 15 of § 2.2-3705.5.
Further, the Director shall only have discretion to disclose any such information as provided in
subsections B and C.

B. Upon receiving a request for information in accordance with the Department's regulations and
in compliance with applicable federal law and regulations, the Director shall disclose the
following:

1. Information relevant to a specific investigation of a specific recipient or of a specific dispenser
or prescriber to an agent designated by the superintendent of the Department of State Police to
conduct drug diversion investigations pursuant to § 54.1-3405.

2. Information relevant to an investigation or inspection of or allegation of misconduct by a
specific person licensed, certified, or registered by or an applicant for licensure, certification, or
registration by a health regulatory board; information relevant to a disciplinary proceeding before
a health regulatory board or in any subsequent trial or appeal of an action or board order to
designated employees of the Department of Health Professions; or to designated persons
operating the Health Practitioners' Monitoring Program pursuant to Chapter 25.1 (§ 54.1-2515 et
seq.) of this title.

3. Information relevant to the proceedings of any investigatory grand jury or special grand jury
that has been properly impaneled in accordance with the provisions of Chapter 13 (§ 19.2-191 et
seq.) of Title 19.2.

4. Information relevant to a specific investigation of a specific recipient, dispenser or speeifie
prescriber to an agent of the United-States-Drug Enforcement-Administration- a federal law federal law

enforcement agency with authority to conduct drug diversion investigations.

C. In accordance with the Department's regulations and applicable federal law and regulations,
the Director may, in his discretion, disclose:

1. Information in the possession of the program concerning a recipient who is over the age of 18

to that recipient.



2. Information on a specific recipient to a prescriber, as defined in this chapter, for the purpose of
establishing the treatment history of the specific recipient when such recipient is either under
care and treatment by the prescriber or the prescriber is initiating treatment of such recipient. In a
manner specified by the Director in regulation, notice shall be given to patients that information
may be requested by the prescriber from the Prescription Monitoring Program.

3. Information on a specific recipient to a dispenser for the purpose of establishing a prescription
history to assist the dispenser in determining the validity of a prescription in accordance with §
54.1-3303 when the recipient is seeking a covered substance from the dispenser or the facility in
which the dispenser practices. In a manner specified by the Director in regulation, notice shall be
given to patients that information may be requested by the dispenser from the Prescription
Monitoring Program.

4, Information relevant to an investigation or regulatory proceeding of a specific dispenser or
prescriber to other regulatory authorities concerned with granting, limiting or denying licenses,
certificates or registrations to practice a health profession when such regulatory authority
licenses such dispenser or prescriber or such dispenser or prescriber is seeking licensure by such
other regulatory authority.

5. Information relevant to an investigation relating to a specific dispenser or prescriber who is a
participating provider in the Virginia Medicaid program or information relevant to an
investigation relating to a specific recipient who is currently eligible for and receiving or who
has been eligible for and has received medical assistance services to the Medicaid Fraud Control
Unit of the Office of the Attorney General or to designated employees of the Department of
Medical Assistance Services, as appropriate.

6. Information relevant to determination of the cause of death of a speciﬁb recipient to the
designated employees of the Office of the Chief Medical Examiner.

7. Information for the purpose of bona fide research or education to qualified personnel;
however, data elements that would reasonably identify a specific recipient, prescriber, or
dispenser shall be deleted or redacted from such information prior to disclosure. Further, release
of the information shall only be made pursuant to a written agreement between such qualified
personnel and the Director in order to ensure compliance with this subdivision.

D. The Director may enter into agreements for mutual exchange of information among
prescription monitoring programs in other jurisdictions, which shall use the information only for
purposes allowed by this chapter.

E. This section shall not be construed to supersede the provisions of § 54.1-3406 concerning the
divulging of confidential records relating to investigative information.

F. Confidential information that has been received, maintained or developed by any board or
disclosed by the board pursuant to subsection A shall not, under any circumstances, be available
for discovery or court subpoena or introduced into evidence in any medical malpractice suif or
other action for damages arising out of the provision of or failure to provide services. However,
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this subsection shall not be construed to inhibit any investigation or prosecution conducted
pursuant to Article 1 (§ 18.2-247 et seq.) of Chapter 7 of Title 18.2.

§ 54.1-2523.1. Criteria for indicators of misuse; Director's authority to disclose
information; intervention.

The Director shall develop, in consultation with an advisory panel, criteria for indicators of
misuse and a method for analysis of data collected by the Prescription Monitoring Program using
the criteria for indicators of misuse. Upon the development of such criteria and data analysis, the
Director may, in addition to the discretionary disclosure of information pursuant to § 54.1-2523,
disclose information using the criteria that indicates potential misuse by recipients of covered
substances to:_a) their specific prescribers for the purpose of intervention to prevent such misuse
or abuse; or b) to an agent designated by the superintendent of the Department of State Police for .

the purpose of an investigation into possible drug diversion.

§ 54.1-2523.2. Authority to access database.

Any prescriber authorized to access the information in the possession of the Prescription
Monitoring Program pursuant to this chapter may, pursuant to regulations promulgated by the
Director to implement the provisions of this section, delegate such authority to up-te-twe health
care professionals who are (1) licensed, registered, or certified by a health regulatory board under
the Department of Health Professions, and (i1) employed at the same facility and under the direct
supervision of the prescriber.
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Effective October 1, 2011

DEPARTMENT OF HEALTH PROFESSIONS

Elements required for federal funds

18VACT76-20-40. Standards for the manner and format of reports and a schedule

for reporting.

A. Data shall be transmitted to the department or its agent en-a-semi-menthiy-basis
within seven days of dispensing in the Telecommunication—ofmat-—for—Controlled

Substances-L—May—1895. Electronic Reporting Standard for Prescription Monitoring

Programs, Version 4.1 {November 2009) of the American Society of Automation in

FPharmacy (ASAP), which are hereby incorporated by reference into this chapter.

B. Data shall be transmitted in a file layout provided by the department and shall be
fransmitted by a media acceptable to the vendor confracted by the director for the
program. Such transmission shall begin on a date specified by the director, no less than

30 days from notification by the director to dispensers required to report.

C. Under extraordinary circumstances, an alternative means of reporting may be

approved by the director.

D. Data not accepted by the vendor due to a substantial number of errors or
omissions shall be corrected and resubmitted to the vendor within five business days of
receiving nofification that the submitted data had an unacceptable number of errors.or

problems.

E. Required data elements shall include those listed in subsection B of 8§ 54.1-2521

of the Code of Virginia and the following:
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1. The Drug Enforcement Administration (DEA) registration number of the dispenser:

2. The total number of refills ordered:

3. Whether the prescription s a new prescription or a refill; and

4. The date the prescription was written by the prescriber,
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VIRGINIA:
BEFORE THE BOARD OF PHARMACY

IN RE: BRIAN P. MUSGROVE, PHARMACIST REINSTATEMENT APPLICANT
License No. 0202-0(}9549

NOTICE OF HEARING

Pﬁxsuant to § 2.2-4020, § 2.2-4021, § 54.1-110 and § 54.1-2400(11) of the Code of Virginia (1950),
as amended ("Code"), Brian P. Musgrove is here‘by given notice that in accordance with § 2.2-4024 of
the Code, a formal administrative hearing will be held before the Board of Pharmacy ("Board"). The
hearing will be held on Septembgr 20, 2011, at 1:00 p.m., at the Department of Health Professions,
Perimeter Center, 9960 Mayland Drive, Suite 201, Henrico, Virginia, at which time Mr. Musgrove will
be afforded the opportunity to be heard in person or by counsel.

At the hearing, Mr. Musgrove has the following rights, among others: the ‘right to
representation by counsel, the right to have witnesses subpoenaed and to present witnesses on his
behalf, the right to present documentary evidence, and the right to cross-examine adverse witnesses.
Should Mr. Musgrove want any witnesses to be subpoenaed to appear on his behalf, he must notify
the Director of the Administrative Proceédings Division, Perimeter Center, 9960 Mayland Drive, Suite
300, Henrico, Virginia 23233, giving the names and addresses of the witnesses, at least fifteen (15)
days prior to the date of the hearing in order that subpoenas may be issued.

The purpose of the hearing is to act upon the application of Brian P. Musgrove for
~ reinstatement of his license to practice pharmacy in the Commonwealth of Virginia that expired on
December 31, 2004, and to receive and act upon evidence that Mr. Musgrove may have violated
certain laws governing the practice of pharmacy, as more fully set forth in the statement of particulars

below.



. B. Musgrove

As the applicant, the burden of proof shall be upon Mr. Musgrove to provide evidence
satisfactory to the Board that he is prepared to resume the competent practice of pharmacy. Further,

Mr. Musgrove has waived his right to an informal conference.

STATEMENT OF PARTICULARS

The Board alleges that: '

1. Mr. Musgrove may have violated § 54.1-3316(7) and (11) of the Code in that on
February 13, 2004, he was convicted in the United States District -Court of the District of South
Carolina of healthcare fraud, a felony.

2 Mr. Musgrove may have violated § 54.1-3316(7) and (10) of the Code in that on
September 23, 2004, his license to practice as a pharmacist in South Carolina was suspended for
two years by the South Carolina Board of Pharmacy.

FOR THE BOARD

Caroline D. Juran 4

Executive Director

Entered: August 5, 2011
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VIRGINIA:
BEFORE THE BOARD OF PHARMACY

IN RE: PHILIP D. RICHARD, PHARMACIST REINSTATEMENT APPLICANT
License No. 0202-004237

NOTICE OF HEARING

Pursuant to § 2.2-4020, § 2.2-4021, § 54.1-110 and § 54.1-2400(11) of the Code of Virginia (1950), as
amended ("Code"), Philip D. Richard is hereby given noﬁcé that in accordance with § 2.2-4024 of the Code,
a formal administrative .hearing will be held before a panel of the Board of Pharmacy ("Board"). The
hearing will be held on September 20, 2011, at 2:00 p.m., at the offices of the Department of Health
Professions, Perimeter Center, 9960 Mayland Drive, Suite 201, Henrico, Virginia, at which time Mr.
Richard will be afforded the opportunity to be heard in person or by counsel.

At the hearing, Mr. Richard has the following rights among others: the right to representation by
counsel, the right to have witnesses subpoenaed and to present witnesses on his behalf; the right to
present documentary evidence, and the right to cross-examine adverse witnesses. If Mr. Richard wants
any witnesses to be subpoenaed to appear on his béhalf, he must notify the Director of Administrative
Proceedings, 9960 Mayland Drive, Suite 300, Henrico, Virginia 23233, giving the names anci addresses of
the witnesses, at least fifteen (15) days priot to the date of the hearing in order that subpoenas may be
issued.

The purpose of the hearing is to act upon the application of Mr. Richard for reinstatement of his
license to practice pharmacy in the Commonwealth of Virginia, which was mandatorily suspeﬁded by
Order of the Department of Health Professions entered May 23, 2011, pursuant to \§ 54.1-2409(A) of the
Code, due to the revocation of Mr. Richard’s license to practice pharmacy in the St;te of Colorado.

As the applicant, the burden of proof shall be upon Mr. Richard to provide evidence satisfactory to

the Board that he is prepared to resume the competent practice of pharmacy. Pursuant to § 54.1-2409(D)
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P. Richard
of the Code, reinstatement of Mr. Richard’s license requires the affirmative vote of three-fourths of the
members of the Board in attendance at the hearing,

STATEMENT OF PARTICULARS

The Board alleges that:

1. Mr. Richard may have violated § 54.1-3316(10) of the Code, in that on May 7, 2002, he
surrendered his license fo practice pharmacy in the state of Colorador which had the full force and
effect as revocation due to his dispensing numerous medications, including controlled substances, to
two patients without w'faiid prescription orders on file, and failing to maintain proper dispensing
records and prescription orders.

2. Mr. Richard may have‘ violated § 54.1-3316(5), (6), and (7) of the Code in that from on or
about January 2009, to on or about }énuary 2011, during the course of his employment as a pharmacist
at Rite Aid Pharmacy #1900 Exmore, Virginia, he created and data enter_ed prescriptions for
medications into the pharmacy computer system in his name and his family’s names so that he coulc.i
obtain rebate coupons. Mr. Richard then printed out the necessary paperwork to redeem the coupons
with the various drug manufacturers ar}d subfnitted the information for cash reimbursement. Mr.
Richard then changed the names on the prescription profiles maintaingd on the pharmacy cdmputer
gystem to one of three false names and never filled or dispensed the prescriptions.

FOR THE BOARD
Costo

Caroline D. Juran

Executive Director

Entered : August 30, 2011



