s Meeting of the Board of Pharmacy

COMMONWEALTH OF VIRGINIA

Perimeter Center, 9960 Mayland Dr., Second Floor (804) 367-4456 (Tel)

Richmond, Virginia 23230 (804) 527-4472(Fax)

Tentative Agenda of Meeting
March 12, 2008
9:00AM
TOPIC

Call to Order: Bobby Ison, Chairman
» Welcome and Introductions
« Reading of emergency evacuation script
« Approval of Agenda
« Approval of previous Board meeting minutes:
December 12, 2008
February 13, 2008 Formal Hearings

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

Formal Hearing: Thomas O'Rourke, Pharmacy Technician
Consideration of consent orders (if any)

Reports:

« Report of the Director, DHP, Sandra Whitley Ryals

+ Report on Board of Health Professions-Jennifer H. Edwards

« Executive Director's Report-Scotti Russell
Personnel and compliance unit changes
report on disciplinary program-Cathy Reiniers-Day
report on licensing, newsletter, other activities-Caroline Juran
report on the prescription monitoring program-Ralph Orr

Legislation:
« Update on General Assembly 2008-Scotti Russell, Elaine Yeatts

Regulations: Scotti Russell, Elaine Yeatts
« Update on ongoing regulation processes
» Exempt action to correct 18VAC110-20-530 from Title 63.1 (repealed)
to Title 63.2
« Exempt action, HB1222, volunteer pharmacists, 18 VAC 110-20-75
« Emergency regulations to establish expiration dates for facilities,
- determine dates, begin discussion
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« Emergency regulations to implement a drug donation program, HB85, 25-76
begin discussion
« Unprofessional conduct definition, begin discussion 77-91
Adjourn

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

The Patient Safety (CQI) committee will meet immediately following the Board
meeting.
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(DRATFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

December 12, 2007 Perimeter Center
Second Floor 9960 Mayland Drive, Suite 300
Board Room 1 Richmond, VA 23233-1463
CALL TO ORDER: The meeting was called to order at 9:10AM.

PRESIDING: Bobby Ison, Chairman

MEMBERS PRESENT: Gill B. Abernathy

John Q. Beckner
Willie Brown
Jennifer H. Edwards
David C. Kozera
Leo H. Ross
Michael E. Stredler
Brandon K. Yi

MEMBERS ABSENT: Gerard Dabney

STAFF PRESENT: Elizabeth Scott Russell, Executive Director
Cathy M. Reiniers-Day, Deputy Executive Director
Caroline D. Juran, Deputy Executive Director
Ralph Orr, Program Manager, Prescription Monitoring Program
Howard M. Casway, Senior Assistant Attorney General
Elaine J. Yeatts, Senior Regulatory Analyst, DHP
Sharon Davenport, Administrative Assistant
Sandra W. Ryals, Director, DHP, was present for part of the

meeting
QUORUM: With nine members present, a quorum was established.
APPROVAL OF AGENDA: With one addition to the agenda, a question related to compliance

with USP 797, the agenda was approved as presented.

APPROVAL OF MINUTES: The Board reviewed draft minutes for September 12, 2007,
October 10, 2007, and October 27, 2007. With no changes to the
minutes, the minutes were approved as presented.

PUBLIC COMMENTS: There were no public comments received,

LEGISLATION UPDATE: Ms, Yeatts and Ms. Russell provided an update on legislative
proposals by the Board. The Department has received permission
to draft for introduction the three pieces of legislation requested by
the Board to include scheduling of lisdexamphetamine and
oripavine, allowing the Board to mandate up to two hours of
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REGULATIONS:
¢ Update on Pedigree Rules

¢ Adoption of fast-track change
to remove inactive fee from
PSD regulations

Motion:

» Petition for rulemaking, Ken
Dandurand, 18 VAC 110-20-
515
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continuing education on a specific topic annually with prior
notification, and removing specific expiration dates of licenses
from the statute to allow the Board to stagger some of its renewal
processes. To date, only the scheduling bill has been drafted.

Ms. Russell stated that the final rules establishing a pedigree
system are under administrative review in the Governor's office.

Ms. Yeatts explained that when the Board previously removed the
inactive status for practitioners of the healing arts selling
controlled substances (PSDs), 18 VAC 110-30 et seq, the Board
inadvertently failed to remove the fec for this status.

A motion was made and passed unanimously to approve the
fast-track regulation as presented to remove the inactive fee
for PSDs. (motion by Beckner, second by Brown)

Mr. Dandurand had submitted a petition for rulemaking requesting
the Board to amend 18 VAC 110-20-515 that requires any
pharmacist participating in remote processing for hospitals and
nursing homes to be licensed in Virginia. The Board discussed the
matter and agreed that a requirement for a Virginia pharmacist to
be involved in the dispensing process is necessary for public
protection. It is essential for accountability in the event of a
prescription error. If an error is made by a pharmacist not licensed
in Virginia, the Board has little authority to take action. This is
different from pharmacists working in mail order pharmacies
because patients who have prescriptions filled there do not have an
expectation that the pharmacists filling the prescriptions are
licensed in Virginia. This is not the case with a patient in a
hospital in Virginia who has a reasonable expectation that the
pharmacy services are being delivered by persons licensed in
Virginia.

There are differences in statutes and regulations governing the
practice of pharmacy, therefore, pharmacists who provide
prescription processing for hospitals and long-term care facilities
from remote locations need to be familiar with Virginia
requirements for a prescription. Obtaining a license in Virginia is
not burdensome, but it does require passage of a jurisprudence
examination, assuring familiarity with Virginia laws and
regulations.

The petitioner also cited section 276 on remote processing of a
prescription for retail pharmacies, but subsection B of that section
does require that "a pharmacist licensed in Virginia, whether at the
remote pharmacy or the dispensing pharmacy, shall perform a

A
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Motion:

GUIDANCE DOCUMENT ON
DROP BOXES:

Motion:

GUIDANCE DOCUMENT ON
CE SANCTIONS:
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check for accuracy on all processing done by the remote
processor.” The Board believes patients in hospitals and nursing
homes should have the same protection.

A motion was made and passed unanimously to deny the
petition for rulemaking for the reasons stated during the
discussion. (motion by Ross, second by Kozera)

The Board reviewed a draft guidance document allowing
pharmacies to use a secured drop box for the purpose of allowing
patients to leave new prescriptions and refill requests at the
pharmacy during hours the prescription department is closed.
There was some discussion about the wording of the location of
the drop box. The draft read, "The drop box must be located in a
visible area within the pharmacy..." and some Board members felt
that this was confusing because it might be construed to mean that
the drop box must actually be in the prescription department. The
term "pharmacy" sometimes connotes the "prescription
department" in larger pharmacies such as grocery stores, "big box"
retailers, or hospitals. The consensus was to change "within the
pharmacy" to "within the permitted facility” to clearly allow the
box to be outside the prescription department but still have to be
inside the licensed location. There was also some discussion as to
whether "visible area” should be changed to either "observable
area" or "conspicuous location". The consensus was to leave it as
"visible area".

A motion was made and passed unanimously to approve
Guidance Document 110-32 as amended by the Board to allow
pharmacies to use a drop box for collection of written
prescriptions and refill requests. (motion by Brown, seconded
by Kozera)

Ms. Russell advised that at the last meeting, the Board had
approved new sanctions for persons performing pharmacy
technician functions without being registered or properly in a
training program. In making revisions to current guidance
documents, staff was able to combine two guidance documents
into one related to approved sanctions. Staff made a minor change
to the current language in CE sanctions to reflect actual practice
and needs approval of the Board. The change would allow staff to
offer the approved sanctions in second-time CE cases in a pre-
hearing consent order without specific approval by a committee of
the Board in each case.
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Motion:

NOIRA FOR RULES ON
DEFINING
UNPROFESSIONAL
CONDUCT

Motion:

REPORT OF DHP DIRECTCR

¢ Budget
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A motion was made and passed unanimously to approve the
revised Guidance Document 110-09 which combines the old
110-09 and 110-19, and incorporates sanction changes made at
the previous Board meeting. (motion by Brown, second by
Kozera.

Ms. Yeatts and Ms. Russell explained that July 2007 changes in
statute to the Board's grounds for disciplinary action took effect.
One of those changes gave the Board the authority to take action
against an applicant or licensee for unprofessional conduct as
defined in the Board's regulations. The Board discussed the
possible need for further defining unprofessional conduct in
regulation, and reviewed such regulations of some other boards
within the Department as well as other states. The consensus of
the Board was that it did need to promulgate rules to define
unprofessional conduct, specifically with respect to ethics and
patient confidentiality.

A motion was made and passed unanimously to publish a
NOIRA for the consideration of promulgating regulations to
define unprofessional conduct. (motion by Abernathy, second
by Beckner)

Sandra Whitley Ryals, Director, DHP, gave the Board an update on
several issues.

Ms. Ryals reported that, as a recommendation of the Virginia
Health Reform Commission, there is a modest proposal in the
budget to have a health care workforce data center housed at DHP
which would collaborate with other stakeholders in forecasting
demand for health care practitioner demand and workforce
planning. Some Boards are already collecting workforce data as
part of the renewal process, so DHP would be a natural fit for the
location of the data center.

The Department has additional budget requests for initiatives
related to meeting key performance measures, primarily related to
the disciplinary performance measure.

There are some budget requests related to new auditing
requirements for risk management, trying to prevent any
misappropriation or other mishandling of the Department's
finances.

In general, there are additional restrictions on any discretionary
spending, particularly on discretionary travel. DHP already had
fairly restrictive travel policies in place, but now all discretionary
travel goes through one additional layer of scrutiny, which is th

Secretary's office.
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¢ Other Legislation

BOARD OF HEALTH
PROFESSIONS REPORT

EXECUTIVE DIRECTOR’S
REPORT
e NABP

o Disciplinary program report

o Licensing Report

s Pilot Program Report

Action Hem:

e Report on the Prescription
Monitoring Program
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In addition to the Board of Pharmacy's legislative initiatives that
have already been discussed, the Department is seeking legislative
relief to streamline and make more efficient the ability to obtain
documents needed for an investigation.

Ms. Edwards provided a report of BHP activities of interest to the
Board of Pharmacy. She stated that, at the last BHP meeting, an
AARP representative spoke to the Board and stated they are
looking at some of their legislative initiatives to include requiring
reporting of medication errors to this agency, requirements for
health care professionals to show continued competency in order to
renew a license, requiring hospitals to have some type of
continuous quality improvement program, and allow suspension of
a license with a pattern of medical errors.

Ms. Russell provided a report on both the NABP Fall legislative
conference and the NABP/AACP District I conference. She
stated that NAPLEX was back on line October 1, 2007, and that
everything seems to be working well. She stated that the next
annual conference is in Baltimore, MD, on May 17-22, 2008.

Ms. Reiniers-Day presented the Board’s disciplinary caseload
report and stated that there were 174 cases at the enforcement
level, 82 cases at the probable cause level, 4 cases at the informal
conference level, 6 cases at the formal hearing level and 38 cases at
the APD level. Further, there were 259 cases at the Compliance
Tracking level, which includes cases wherein continuing education
documentation and/or monetary penalties are due.

Ms. Juran reported that the Board had issued over 800 licenses
since the last meeting, and currently has over 25,000 licensees.

Ms. Juran provided a summary of the pilot and robot programs the
Board is currently monitoring. Ms. Abernathy stated that this
information was very interesting and helpful and requested that
this information be available on the website. Ms. Russell stated
that the orders approving the pilot programs are public information
and could be scanned and made available on the website.

Staff will have all current pilot orders scanned and put on the
website, as well as adding future orders as they are entered

Mr, Orr stated that there are now 18.9 million records in the data
base. He also provided the Board with information concerning the
recent PMP conference and the positive feedback received. Mr.
Beckner stated that he had attended the conference and was very
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SUMMARY  SUSPENSION
AND APPROVAL OF A
CONSENT ORDER

Motion for Closed session:

Motion to Reconvene:

Motion in the matter of
JOAN Y. GARNER
Pharmacy Technician
Registration Number:
0230-002932:

Motion in the matter of
Clay Douglas Jones
Pharmacist

License Number:
0202-204609

REGULATIONS CONT:

e Adoption of proposed
regulations, 18 VAC 110-20-
10 et seq., from periodic
review
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impressed with the quality of the conference and commended Mr.
Orr for his efforts. Mr. Orr also reported on the new online
training module partnership with VCU School of Medicine on pain
management, and stated that it was Board-approved for three hours
of continuing education.

Mr. Kozera moved, and the Board voted unanimously, to
convene a closed meeting pursuant to Section 2.2-3711.A.28 of
the Code of Virginia for the purpose of deliberation to reach a
decision in the matter of a possible summary suspension and to
reach a decision regarding a consent order. Additionally, he
moved that Scotti Russell, Cathy Reiniers-Day, Elizabeth
Revere, Howard Casway, Clay Garrett and Amanda Mitchell
attend the closed meeting because their presence in the closed
meeting was deemed necessary and would aid the Board in its
deliberations.

Mr. Kozera moved, and the Board voted unanimously, that
only public business matters lawfully exempted from open
meeting requirements and only such public business matters as
were identified in the motion for closed session were heard,
discussed or considered during the closed meeting.

Mr. Beckner moved, and the Board voted unanimously in
favor of the motion that, according to the evidence presented,
the pharmacy technician practice by Joan Y. Garner poses a
substantial danger to the public, and therefore, the registration
of Joan Y. Garner to practice as a pharmacy technician be
summarily suspended with a consent order offered to Ms.
Garner for the revocation of her registration in lieu of a
hearing.

Mr. Stredler moved, and the Board voted unanimously, to
accept the consent order signed by Clay D. Jones for the
indefinite suspension of his pharmacist license.

The Board reviewed draft recommended amendments to its general
regulations, 18 VAC 110-20-10 et seq. The amendments had been
recommended, subsequent to a periodic review, by the Regulation
Committee and staff. The Board reviewed each amendment and

made some changes to the committee recommendations, The draft




