(FINAL/APPROVED 09/03/08)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

June 4, 2008 Perimeter Center
Second Floor 9960 Mayland Drive, Suite 300
Conference Room 2 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 O. 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
Sandra W. Ryals, Director, DHP

Elaine J. Yeatts, Senior Regulatory Analyst, DHP

Sharon Davenport, Administrative Assistant

QUORUM: With nine members present, a quorum was established.

APPROVAL OF AGENDA: With no changes to the agenda, the agendaap@a®ved as
presented.

APPROVAL OF MINUTES: The Board reviewed draft minutes for Merch 12, 2008, Board

Meeting; March 12, 2008, CQI Committee Meeting; March 18,
2008, Summary Suspension Telephone Conference Call; April 16,
2008, Summary Suspension Telephone Conference Call; May 1,
2008, Summary Suspension Telephone Conference Call; and May
13, 2008, Summary Suspension Telephone Conference Call. With
no changes to the minutes, they were approved as presented.

PUBLIC COMMENTS: There were no public comments.

ELECTIONS: Dave Kozera was unanimously elected Chairmarnéoterm July
1, 2008 through June 30, 2009 (nomination by Stredler, second by
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Brown). Mickey Stredler was unanimously elected Vice-Chairman
for the same term. (nomination by Yi, second by Ross).

Ms. Ryals reported to the Board that Virginia had been named one
of the best governed states, ranked in the top 3 with an overall
score of A- and the only state to receive a full A ranking in human

resources.

She also reported that Governor Kaine has begun a new initiative
related to one-stop shopping via a web portal for the formation of
businesses.

Ms. Ryals gave the Board an update on the three measures for the
DHP performs initiatives. She reported that the Board of
Pharmacy had received a 98% approval rating in the customer
satisfaction category and a 100% rating for issuing initiahfies
within 30 days of receipt of a complete application. She reported
that with respect to the patient care cases completed in 250
working day measure, the department has made significant
progress, but still has work to do to meet this goal. She stated tha
a lot of work has been done and is ongoing to clean up the old case
load, measures being implemented to prevent the reoccurrence of
such a backlog, and efficiency measures taken to process new
cases within the timeline. Neal Kauder, with Visual Resegasch
working with the department to use some of the same tools that
were developed nationally, for use by the court system, to measure
and report outcomes related to the processing of cases at DHP.
Specifically, we will be looking at clearance rates, time to
disposition, and age of active pending caseload. These measure:
will be able to be broken out by board as well as shown for the
department as a whole. At a future meeting once these measure:
are in place, she will provide a demonstration for the Board.

Lastly, Ms. Ryals briefly described the department initiatve
ultimately go paperless and the move to a new product to assist
with this initiative called Documentum.

Ms. Yeatts explained the process for tmgwment of legislative
proposals. She stated that the Board would be reviewing draft
legislation today, and if it wanted to go forward with the proposals,
it should pass a motion to pursue the legislative proposal. The
proposals are then sent to interested parties for comment, and ther
to the Secretary's office for a recommendation. Ms. Yeattadst

that the proposal could become part of the Governor's legislative
package; the Department could receive permission to seek a patror
to put in a bill, or possibly not receive approval to proceed.

The Board reviewed a draft legislative proposal that had been
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developed and recommended by the CQI committee that will
require reporting of certain known information to the Board of
Pharmacy. Similar to current requirements for hospitals in 854.1-
2400.6, the proposal would require pharmacy owners, pharmacist,
pharmacy interns, and pharmacy technicians to report certain
information, gained within their professional capacity, about a
pharmacist, pharmacy intern, or pharmacy technician, to include
possible impairment, incompetence, negligence, substance abuse
or diversion, or unethical, fraudulent or other unprofessional
conduct.

The Board requested that "employed by the pharmacy" be removed
from subsection Al.

The Board voted unanimously to approve the draft legislative

proposal as amended and forward it to the Director for

inclusion in the agency's legislative submissions (motion by
Beckner, second by Stredler; Attachment A).

The Board reviewed a draft legislative proposal to require
pharmacies to have a continuous quality improvement program in
place to analyze dispensing errors and make process improvement:
based on the analysis to reduce the possibility of errors. The
proposal was recommended by the CQI committee. The draft
would also require that the Board promulgate regulations to further
define the elements of such a program. The Board members
requested that the draft be more descriptive of the purpose of a
CQI program, and that the description clearly require some action
by the pharmacy as a result of analyzing errors. It was also
requested that the federal law citation for the Patient SAfetpf

2005 and subsequent regulations be included in the draft.
Additionally, the Board wanted to require that the CQI program
apply to non-resident pharmacies.

The Board voted unanimously to approve the draft legislative
proposal with the amendments requested by the Board and
forward it to the Director for inclusion in the agency's
legislative submissions (motion by Abernathy, second by
Brown; Attachment B).

Ms. Russell stated that a placeholder bill would be put in to
address any final scheduling changes from DEA before the 2009
session. There are several drugs that are in the proposed stage c
scheduling, but have not yet been made final.

Ms. Yeatts stated that the NOIRA to allow the Board to propose
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rules defining unprofessional conduct has just been approved by
the Governor's office for publication, and that the publication date
will be June 9 with public comment until July 9. The Board can
then adopt proposed regulations at the September meeting. Ms.
Russell stated that staff would have draft regulations ready to be
discussed and adopted at that meeting. She further reminded the
Board that it had briefly discussed the content of the regulations at
a previous meeting, and had requested staff bring draft regulations
to this meeting, as there did not appear to be sentiment on the par
of the Board to have the Regulation Committee meet for this
purpose first. There was agreement by the Board members that the
Regulation Committee did not need to meet.

Ms. Yeatts stated that the proposed regulations and the package
had been sent to the Department of Planning and Budget for its
review, and that she and Ms. Russell had met with DPB
representatives to go through the regulation changes and it is
expected that DPB’s analysis will be completed soon. She further
explained the subsequent review process by the Secretary anc
Governor before we could publish the proposed changes for public
comment.

In response to a request from the Virginia Department of Health
that the Board of Pharmacy amend its rules related to nuclear
pharmacy to conform to changes made in VDH rules, Ms. Yeatts,
Ms. Juran and Ms. Russell met with Mike Welling, VDH
representative, to discuss the requested changes. After some
discussion with Mr. Welling, staff and Mr. Welling agreed upon
suggested changes to better conform the Board of Pharmacy
regulations with VDH regulations and requirements of the U. S.
Nuclear Regulatory Commission. Several of the current
regulations were outdated and in conflict. Requirements for
nuclear pharmacists to certify credentials to the Board of Riftgrm
are duplicative since VDH is already ensuring the proper
qualifications before it licenses the facility to handle radivact
material. The board reviewed a draft of amendments to the current
regulations that will satisfy VDH concerns and remove any
duplication of effort in licensing. Ms. Yeatts stated that because
all changes were not due to non-conformity with other law or
regulation, it did not meet the criteria for an exempt change, but
that the changes did meet the criteria for a fast-track process.

The Board voted unanimously to adopt the draft changes as
presented and proceed with the fast-track process (motioby
Abernathy, second by Beckner; Attachment C).
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The Board reviewed a draft exempt amendment to 18VAC110-20-
75 to conform Board regulations to new statutory provisions for
volunteer practice.

The Board voted to adopt the exempt amendment to the
regulation (motion by Beckner, second by Kozera; Attachment
D).

The Board reviewed draft emergency amendments to both 110-20
and 110-50 to establish license expiration dates for all faciises

a result of legislation that takes effect July 1, in which the
expiration dates are removed from statute. Currently, all Bsens
issued by the Board expire on December 31 annually. This has
created excessive workload on staff during this time of year. The
legislation was sought for the purpose of being able to more evenly
distribute this workload. The proposed language would have
pharmacy permits and non-resident pharmacy registrations expire
on April 30 annually, and all other facility permits, licenses, or
registrations expire on February 28 annually. This is a relgtivel
even split of the numbers, still allows for the collection of all
renewal fees in the next fiscal year, and provides a littletiaddl

time for non-resident pharmacies to meet new requirements of law
to have a Virginia licensed PIC designated. Obsolete language
subsection | of 18 VAC 110-20-20, related to reduced fees in 2006,
was deleted. It was noted by staff that subsection H of 18 VAC
110-50-20 also needed to be deleted as obsolete.

The Board voted unanimously to adopt the emergency
regulations as presented with the one technical amendmetut
remove obsolete language in 18 VAC 110-50-20, and to publish
a NOIRA to replace the emergency regulations. (motion by
Beckner, second by Yi; Attachment E).

The Virginia Department of Health (VDH) asked the Board of
Pharmacy to review a protocol for expediting the initiation of
contraception when a client comes to the clinic seeking
contraception, but the clinic is not able to have a complete physical
examination done on that day. VDH is requesting an interpretation
from the Board of Pharmacy as to whether a new protocol for an
"expedited" visit would satisfy the requirements of § 54.1-3303
related to a bona fide prescriber-patient relationship for the
purpose of having contraception started at the time of that first
visit. Jim Burns, MD, Deputy Commissioner for Public Health
Programs and CIO was present for this discussion. Dr. Burns
previously provided the Board with a copy of the protocol and
associated form. Dr. Burns stated that under the protocol, if a
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client comes in seeking or needing contraception, but the clinician
(prescriber, either a physician or nurse practitioner) is nottable
perform a full physical examination that day, the nurse will
measure height and weight of the patient, take their blood pressure,
and obtain a history from the patient. The history includes all the
items listed on the form. The clinician will then review the
documentation of the nurse, and make a determination of the
appropriateness for prescribing and dispensing contraception at
that time. A follow-up appointment will be scheduled not later
than three months from that date, and if contraception is dispensed,
only the amount needed for the time until the follow-up visit will
be dispensed, not to exceed a three-month supply. Clients will
only be afforded this opportunity once. If they do not make the
follow-up visit, further contraception will not be provided. In
response to questions of the Board members, Dr. Burns provided
the following additional information. The nurse conducting the
preliminary examination and history will be an RN. The nurse
does ask about history of blood clots. The clinician will personally
do any dispensing and the protocol will be amended to include that
information.

The Board voted unanimously that the expedited family
planning protocol submitted by the Virginia Department of
Health (VDH) for prescribing and dispensing prescription
contraception is in the best interest of public health, rd in
conformity with 854.1-3301 and 8§ 54.1-3303 of the Code of
Virginia, satisfies the requirements for establishment o& bona
fide prescriber-patient relationship, provided the following is
assured:

1. The protocol is followed and this approval is limited
to this particular situation;

2. The patient and prescriber are both on site at the
time of prescribing;

3. The RN performs certain physical examination
functions to include weight, height, and blood
pressure, takes a history that includes history of
blood clots, and documents findings;

4. The prescriber reviews the documentation by the RN
and makes an assessment whether prescription
contraception should be prescribed at that time;

5. The follow-up examination with the prescriber is
scheduled as soon as possible and the quantity of
contraception provided is limited to the time of the
follow-up visit not to exceed 90 days; and

6. This protocol is only allowed once per patient.

(motion by Yi, second by Brown; Attachment F)
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Staff informed the Board that it received frequent calls asiing
the addition of flavoring agents to prescription medications
constituted "compounding”, if the pharmacist would need
permission from the prescriber to flavor, and if a pharmacist could
flavor a prescription product dispensed by another pharn
There was discussion that while this most likely did meet thet st
definition of compounding, it was fairly common practice and in
most cases in the best interest of the patient by promoting
compliance in taking the medication. There were no motions in
this matter.

Staff informed the Board that it had already received two regjuest
for extensions from complying with the physical standards of USP
797, and asked how it wanted to handle such requests. Mr. Ison
provided a brief summary of the changes to this chapter from the
2004 version, that were published in December 2007, and which
took effect June 1, 2008 The current guidance document requires
compliance by June 30, 2008. @ The Board has already given
pharmacies a one-year extension to be in compliance, and it
considers that pharmacies should have at least complied with the
2004 requirements, if not the 2007 which primarily relate to
changes with respect to chemotherapy drug storage in the clean
room. Discussion centered on reviewing requests for extensions
on a case by case basis, or providing for a blanket one-time
extension. It was determined that the blanket extension in the
guidance document would be the best way to go, because it would
be equitable, and also more efficient. Different deadlines were
discussed, but it was considered that four months should be
sufficient for any pharmacy to comply as they have been aware of
this since at least 2004. It was also requested that the guidance
document provide a statement that continued non-compliance
would be subject to disciplinary action by the Board. The Board
discussed assessing a monetary penalty as probably the appropriat
action for this violation, and questioned how much could be
assessed. Mr. Casway advised that the Board could assess :
monetary penalty not to exceed $5000 per violation, but could
impose less. There was discussion as to what constituted a single
violation. The violation is the act of compounding a sterile
preparation under conditions that do not meet standards, so
conceivably each preparation prepared could constitute a separate
violation.
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The Board of Pharmacy voted unanimously to amend its
guidance document to provide for a one-time extension on
compliance with physical standards of USP 797 for all
pharmacies until October 31, 2008. No further extensions will
be allowed, and pharmacies not in compliance by this deadline
may be imposed a monetary penalty not to exceed $5000 per
violation (motion by Edwards, second by Ross).

The Board Chairman tabled this issue until such time as heeis abl
to obtain additional information.

Ms. Edwards provided a brief update on the Board of Health
Professions. At the last meeting, VDH reported to BHP thé Tit

VI of federal law requires any health care providers that vecei
any federal funds to provide appropriate language services to
multicultural patients. Providers cannot pass on these costs to
patients. VDH does offer services by interpreters by phoné 24-

It also has some routine documents translated on its website.

Additionally VDH is requesting assistance from DHP in promoting
its message of hand washing as a deterrent to transmission of
communicable diseases.

Ms. Russell reported that she, Bobby Ison (votinggatel),
Jennifer Edwards, Brandon Yi and Leo Ross attended the meeting
held May 17-21 in Baltimore, Maryland. Ms. Edwards, Mr. Yi,
and Mr. Ross were not compensated by the Department for their
attendance. She reported the following NABP initiatives
announced during this meeting:

* NABP has developed a list of websites not recommended for
online drugs. The Board will link its website to it.

+ The Task Force on Patient Safety issued its report, and has
recommended language for CQI programs, and for forms for
pharmacies to use to self-audit. This will be helpful to this
board if we have legislation passed that needs to be
implemented.

+ The resolutions were passed as follows:
1. NABP is to collaborate with stakeholders to develop
statutory authority to establish a behind-the-counter class of
drugs.
2. NABP will encourage national standards for tall-man
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lettering for look-alike drugs.

3. NABP will encourage uniform standards for pharmacy
interns and work with AACP and ACPE to determine a
uniform date within the pharmacy curriculum to begin
internship registrations.

4. NABP will establish a task force on uniform prescription
labeling requirements.

5. NABP will establish a task force to study the feasibility of
standardizing education and training for pharmacy technicians.
6. NABP will establish a task force to review medication
collection and disposal programs.

7. NABP will look at ways to inform constituents about the
critical nature of abuse of prescription medications by teens
and how pharmacists can assist with this effort.

Ms. Russell reported on the following educational sessions held
at the meeting:
+ Educational sessions:
1. Program on Teen addiction of prescription and OTC drugs
2. State and Federal Regulatory Update
+  Pharmacy Technician and Training Act of 2008-grant act-
no money
E-Prescribing-for Medicaid published-DEA still has not
published, NCPCP 8.1
Proposed Patient Safety Rule-protections with PSO,
privileged and confidential
+ Online Pharmacy Consumer Protection Act
3. Pedigree Update, speaker from the FBI and Elisa Bernstein
from FDA on RFID, etc.
4. Medicaid Fraud Tamper Resistant Pads
5. How to Investigate an Internet Pharmacy-defense attorney-
VA
6. Compounding Update-USP

She stated that Virginia was mentioned as a model in two separat
continuing education sessions. In one session, "How to Investigate
An Internet Pharmacy", the speaker, a defense attorney, touted
Virginia as being the only state that had a law (8 54.1-3303) he
would find difficult to defend a client against, in a case involving
either prescribing or dispensing in an internet scheme. In a
separate session, a representative from USP mentioned that
Virginia is the only state that has laws and regulations shat
standards for sterile compounding in physician offic
Additionally, Virginia's prescription monitoring program has a
very good reputation nationally. Representatives from three states
approached her asking for information and contacts they could use
in establishing programs for their states.
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Ms. Russell informed the Board that Ms. Langhorstdtaoeen

able to make a Board meeting to receive her plaque since her
decision not to seek reappointment to the Board last year. She
stated that she had not wanted Ms. Langhorst to go without her
plaque any longer so had mailed it to her. She read a card to the
Board from Ms. Langhorst, thanking the Board for remembering
her in this way, and thanking the Board members for their service
to the public.

Ms. Reiniers-Day presented the Board’'s disciplinary caseload
report as of June 3, 2008, and stated that there were 174 cases ¢
the enforcement level, 172 cases at the probable cause level, 11
cases at the informal conference level, 4 cases at the formal
hearing level and 8 cases at the APD level. She also provided a
more detailed breakdown of the stages and the number of cases o
each priority at that stage. Further, for cases at the protale

level that are now 250+ days, 8 cases are priority B and 41 cases
are priority C. Ms. Reiniers-Day reminded the Board that the day
counted for the 250+ cases included all stages that the case ha:
been in. Since the March Board Meeting, the Board has closed 70
cases.

Ms. Juran reported that the Board issued 661 licenses since the
Board meeting held in March. The majority of those licenses
issued were for pharmacy interns and pharmacy technicians.

Additionally, Ms. Juran reported that Board staff sent a letter in
early May to the 541 non-resident pharmacies currently registere
with the Board notifying them that the General Assembly passed a
law, effective July 1, 2008, which may affect non-resident
pharmacies. Specifically, the law will require each non-reside
pharmacy to designate to the Board the name and license numbe
of a Virginia licensed pharmacist in charge. This person will be
responsible for ensuring compliance with Virginia laws. This
requirement does not apply to non-resident pharmacies providing
services as a pharmacy benefit manager. Also, the lanegtine
certification by NABP as a Verified Internet Pharmacy Bcac

Site (VIPPS), or certification by a substantially similaogram
approved by the Board, if the non-resident pharmacy dispenses
more than 50 percent of its total prescription volume pursuant to
prescriptions received as a result of solicitation on the Intaimet,
include solicitation by e-mail.

Last, Ms. Juran informed the Board that Ms. Russell was
nominated by staff for the Governor’'s Career Achievement Award.
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This award is presented to one individual employed by the
Commonwealth who has a record of consistent achievement over
time that has significantly improved the efficiency and
effectiveness of Commonwealth operations. As a result of her
nomination, she was recently recognized by Ms. Ryals and agency
staff at a DHP agency event and was congratulated on her many
contributions and outstanding performance during the last 30 years
of service with the Commonwealth.

Mr. Orr provided the Board with updated program statistics. The
program continues to grow with registrations increasing monthly
for both the PMP Data Center and the Online Pain Management
Course. Mr. Orr gave highlights of presentations the program has
participated in to include a one-day seminar in Norfolk that had an
outstanding turnout of providers. He asked the Board to put a note
on their calendar for early November 2008 for a Fall Conference to
be held in northern Virginia. Mr. Orr reported that the program is
very close to finalizing the procurement of software that idva

for 24/7 access to PMP information. It is expected that this
enhancement to the system may be available in early fall, avith
marketing campaign to be made prior to the implementation date
to inform Virginia healthcare providers of this new feature. The
enhancement to the program software will provide access to those
pharmacies that are open 24 hours a day and on weekends whel
the PMP is not normally staffed to process requests. Another
feature of the 24/7 access is that a response to the request shoul
be received within a minute or less.

Mr. Beckner left the meeting at approximatebon and was not
present for the hearing.

A formal hearing in the matter of Robert A. Davis was held to
discuss his petition for reinstatement of his pharmacist lickrade
was mandatorily suspended on November 10, 2004, and
allegations that he may have violated certain laws or regulations
governing the practice of pharmacy in Virginia.

James Schliessmann, Assistant Attorney General, prosecuted the
case with the assistance of Mykl D. Egan, DHP Adjudication
Specialist. Mr. Davis appeared and was not represented by
counsel.

Patricia Sheehan, DHP Senior Investigator, testified on behalf of
the Commonwealth.

Robert A. Davis testified on his own behalf.
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Mr. Kozera and Mr. Ross stated that they work for CVS/pharmacy
and didn’t know Mr. Davis. Therefore, they could make a fair and
impartial decision in this matter. There were no objections from
Mr. Davis and the remaining board members.

Mr. Kozera moved, and the Board voted unanimously, to eater int
closed meeting pursuant to 8 2.2-3711(A)(28) of the Code of
Virginia for the purpose of deliberation to reach a decision in the
matter of Robert A. Davis. Additionally, he moved that Cathy
Reiniers-Day, Scotti Russell and Howard Casway attend thedclose
meeting because their presence was deemed necessary and woul
aid the Board in its deliberation

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 meeting were heard, discussed
or considered during the closed meeting.

Mr. Yi moved, and the Board voted unanimously, to accetpie
Findings of Fact and Conclusions of Law as proposed by Mr.
Schliessmann, amended by the Board and read by Mr. Caswe
(Attachment # 1).

Mr. Kozera moved, and the Board voted unanimously, that
Mr. Davis’ petition for reinstatement be granted and that his

license be reinstated with terms and conditions (Attachent

G).

With all business concluded, the meeting adjourned at 2:25 p.m.

Elizabeth Scott Russell
Executive Director

Bobby Ison, Board Chairman

Date



Board of Pharmacy Minutes Attachment A June 4, 2008

Department of Health Professions
2009 Session of the General Assembly

DHP-PHA-#enter proposal number

A bill to enact § 54.1-3316.1 of tif@ode of Virginia to require reporting of known information relating
to the practice of pharmacy to the Board.

Be in enacted by the General Assembly:
1. That § 54.1-3316.1 of ti&ode of Virginia is enacted as follows:
§54.1-3316.1. Mandatory reporting

A. Every pharmacy owner, pharmacist, pharmacy intern, and pharmacy technician shall report to the
Board of Pharmacy within 30 days the following information of which he may become awarein his
professional capacity:

1. That a pharmacist, pharmacy intern, or pharmacy technician isin need of treatment or has been
committed or admitted as a patient at a health careinstitution, for treatment of substance abuse or a
psychiatric illness that may render that person a danger to himself or the public.

2. Any evidence that indicates a reasonable probability that a pharmacist, pharmacy intern, or
pharmacy technician (i) isor may be professionally incompetent; (ii) has or may have engaged in
intentional or negligent conduct that causes or is likely to cause injury to a patient or patients; (iii) isor
may be mentally or physically unable to engage safely in the practice of his profession; (iv) has or may
have engaged in unethical, fraudulent or unprofessional conduct as defined in 854.1-3316 and Board
regulations; or (v) has or may have engaged in substance abuse or diversion of prescription drugs.
Such evidence shall include, but is not limited to, denial or termination of employment, restrictions
imposed on employment, or voluntary resignation in order to avoid investigation or termination.

B. No person shall be obligated to report any matter to the Board if the person has actual notice that
the matter has already been reported to the Board.

C. Any person making a report required by this section, providing information pursuant to an
investigation, or testifying in a judicial or administrative proceeding as a result of such report shall be
immune from any civil liability resulting therefrom unless such person acted in bad faith or with
malicious intent.
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Department of Health Professions
2009 Session of the General Assembly

DHP-PHA-#enter proposal number

A bill to enact § 54.1-3434.03 and amend and reenact 854.1-3434.1Caddnef Virginia to require
pharmacies licensed in Virginia to have a program for continuous quality improvemtrd furpose
of reducing dispensing errors.

Be in enacted by the General Assembly:

1. That 8§ 54.1-3434.03 of th€ode of Virginia is enacted and 854.1-3434.1 is amended and
reenacted as follows:

§54.1-3434.03. Continuous Quality Improvement Program

Every pharmacy shall have a program for continuous quality improvement. The Board of Pharmacy
shall promulgate regulations to further define required elements of the program. Such program shall be
deemed in compliance with this section if it (i) complies with Board regulations, (ii) provides for a
systematic, ongoing process of analysis of dispensing errors and uses findings to formulate an
appropriate response and develop or improve pharmacy systems and wor kflow processes designed to
prevent or reduce future errors, and (iii) provides for voluntary reporting to a patient safety
organization as defined by the United States Patient Safety and Quality |mprovement Act of 2005
(Public Law 109-41, 42 USC 216, 299b-21 through 926, 42 USC 299b-21 through 299b-26).

8§ 54.1-3434.1. Nonresident pharmacies to register with Board.

A. Any pharmacy located outside the Commonwealth that ships, mails, or delivers, iaramrm
Schedule Il through VI drugs or devices pursuant to a prescription into the Commonwealtle shall
considered a nonresident pharmacy, shall be registered with the Board, shall e@spireaimacist in
charge who is licensed as a pharmacist in Virginia and is responsible for the gfsuwrompliance with
this chapter, and shall disclose to the Board all of the following:

1. The location, names, and titles of all principal corporate officers and the name ginchMoense
number of the designated pharmacist in charge, if applicable. A report containimgatmsation shall
be made on an annual basis and within 30 days after any change of office, corporate officer, or
pharmacist in charge.

2. That it maintains, at all times, a current unrestricted license, perrtificate, or registration to
conduct the pharmacy in compliance with the laws of the jurisdiction, within the Unatss$ $t within
another jurisdiction that may lawfully deliver prescription drugs directly oreaty to consumers
within the United States, in which it is a resident. The pharmacy shall aldg teatiit complies with
all lawful directions and requests for information from the regulatory or licgragjency of the
jurisdiction in which it is licensed as well as with all requests for infoonatiade by the Board
pursuant to this section.

3. As a prerequisite to registering with the Board, the nonresident pharmacy shétllescbpy of the
most recent inspection report resulting from an inspection conducted by the reguiditteysing
agency of the jurisdiction in which it is located. The inspection report shall be deemadt o the
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inspection was conducted within the past five years. However, if the nonresident phiaasiaot been
inspected by the regulatory or licensing agency of the jurisdiction in whichaersskd within the past
five years, the Board may accept an inspection report or other documentation from antiyhiiaeis
satisfactory to the Board or the Board may cause an inspection to be conducted by ithduedut
agent and may charge an inspection fee in an amount sufficient to cover the costs péthi®ms

4. For a nonresident pharmacy that dispenses more than 50 percent of its total presotiptie
pursuant to an original prescription order received as a result of solicitation oretinetinihcluding the
solicitation by electronic mail, that it is credentialed and has been inspectdthaitdhas received
certification from the National Association of Boards of Pharmacy that Vevified Internet Pharmacy
Practice Site, or has received certification from a substantiallyasipribgram approved by the Board.
The Board may, in its discretion, waive the requirements of this subdivision for a nomresidenacy
that only does business within the Commonwealth in limited transactions.

5. That it maintains its records of prescription drugs or dangerous drugs or devicesdispgagients

in the Commonwealth so that the records are readily retrievable from the recotidsrafrugs

dispensed and provides a copy or report of such dispensing records to the Board, its authorizexd agent
any agent designated by the Superintendent of the Department of State Police upbmwithgussven

days of receipt of a request.

6. That its pharmacists do not knowingly fill or dispense a prescription for a patiemgini&/in

violation of 8 54.1-3303 and that it has informed its pharmacists that a pharmacist who digpense
prescription that he knows or should have known was not written pursuant to a bona fide practitioner-
patient relationship is guilty of unlawful distribution of a controlled substance irtioiolaf § 18.2-248.

7. That it maintains a continuous quality improvement program as required of resident pharmacies
pursuant to 854.1-3434.03 of this chapter.

The requirement that a nonresident pharmacy have a Virginia licensed phammeltgsge shall not
apply to a registered nonresident pharmacy that provides services as a pharnféasyademaistrator.

B. Any pharmacy subject to this section shall, during its regular hours of operation, bgsrbalesix
days per week, and for a minimum of 40 hours per week, provide a toll-free telephone service to
facilitate communication between patients in the Commonwealth and a pharrhtesplaarmacy who
has access to the patient's records. This toll-free number shall be disclosedebafixed to each
container of drugs dispensed to patients in the Commonwealth.

C. Pharmacies subject to this section shall comply with the reporting requiseshéime Prescription
Monitoring Program as set forth in § 54.1-2521.

D. The registration fee shall be the fee specified for pharmacies withimigirg

E. A nonresident pharmacy shall only deliver controlled substances that are dispensaa pois
prescription, directly to the consumer or his designated agent, or directly to a phlroaged in
Virginia pursuant to regulations of the Board.

2. That the Board shall promulgate regulations to implement the provisions of th act to be
effective within 280 days of its enactment.

3. That the Board may provide for a delayed implementation date in regulation.
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Project 1359 - none
BOARD OF PHARMACY
Nuclear pharmacies

Part V
Nuclear Pharmacies

18VAC110-20-220. General requirements for pharmacies providing radiopharmaceutical
services.

comply with standards and requirements of the
Nuclear Regulatory Commission (NRC) and the Virginia Department of Health related to the staffing

and operation of the facility.

B- B. Radiopharmaceuticals are to be dispensed only upon an order from a practitiorer prescriber
authorized to possess, use and administer radiopharmaceuticals.

1. Orders shall originate at an institution or healthcare facility licensed to receive and possess
radiopharmaceuticals, and must contain all necessary information relative to the
radiopharmaceutical, activity, time of calibration, and any special preparation or delivery
instructions.

2. Orders for radiopharmaceuticals may be transmitted orally, by fax, or by electronic
transmission by an authorized agent of the prescriber. If the fax or electronic transmission of
the authorized agent is pursuant to an oral order from the prescriber, the transmitted document
need not include the prescriber's signature, but must include the name of the agent.

E- C. The immediate outside container of a radioactive drug to be dispensed shall also be labeled
in accordance with requirements of §54.1-3410.1 B of the Code of Virginia.

F D. The immediate inner container shall be labeled with: (i) the standard radiation symbol; (ii) the
words "Caution--Radioactive Material"; and (iii) the serial number assigned to the order.

H- E. Nuclear pharmacies may redistribute approved radioactive drugs if the pharmacy does not
process the radioactive drugs in any manner nor violate the product packaging.

18VAC110-20-230. Qualification-as-anuclearpharmacist: (Repealed)
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Exempt Regulation
House Bill 1222

BOARD OF PHARMACY
Restricted volunteer license

18VAC110-20-75. Registration for voluntary practice by out-of-state licensees.

Any pharmacist who seeks registration to practice on a voluntary basis pursuant to subdivision 12
of 854.1-3301 of the Code of Virginia under the auspices of a publicly supported, all volunteer,
nonprofit organization with-ne-paid-employees that sponsors the provision of health care to populations
of underserved people throughout-the-world shall:

1. File a complete application for registration on a form provided by the board at least 15 five
business days prior to engaging in such practice;

2. Provide a complete list of each state in which he has held a pharmacist license and a copy of
any current license;

3. Provide the name of the nonprofit organization and the dates and location of the voluntary
provision of services;

4. Pay a registration fee of $10; and

5. Provide a notarized statement from a representative of the nonprofit organization attesting to
its compliance with the provisions of subdivision 12 of §54.1-3301 of the Code of Virginia.
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Emergency Regulation
House Bill 1129

BOARD OF PHARMACY
Renewal dates

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

B. Unless otherwise provided, any fees for taking required examinations shall be paid directly to the
examination service as specified by the board.

C. Initial application fees.

1. Pharmacist license $180
2. Pharmacy intern registration $15
3. Pharmacy technician registration $25
4. Pharmacy permit $270
5. Permitted physician licensed to dispense drugs $270
6. Medical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9. Controlled substances registration_s _ : $90

10. Robotic pharmacy system approval $150
11. Innovative program approval. $250

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

12. Approval of a pharmacy technician training program $150
13. Approval of a continuing education program $100

D. Annual renewal fees.

1. Pharmacist active license — due December 31 $90
2. Pharmacist inactive license — due December 31 $45
3. Pharmacy technician registration — due December 31 $25
4. Pharmacy permit — due April 30 $270
5. Physician permit to practice pharmacy — due February 28 $270
6. Medical equipment supplier permit — due February 28 $180
7. Humane society permit — due February 28 $20
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8. Nonresident pharmacy — due April 30 $270
9. Controlled substances registrations — due February 28 $90

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

E. Late fees. The following late fees shall be paid in addition to the current renewal fee to renew an
expired license within one year of the expiration date. In addition, engaging in activities requiring a
license, permit, or registration after the expiration date of such license, permit, or registration shall be
grounds for disciplinary action by the board.

1. Pharmacist license $30
2. Pharmacist inactive license $15
3. Pharmacy technician registration $10
4. Pharmacy permit $90
5. Physician permit to practice pharmacy $90
6. Medical equipment supplier permit $60
7. Humane society permit $5

8. Nonresident pharmacy $90
9. Controlled substances registrations $30

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

1. Pharmacist license $210
2. Pharmacist license after revocation or suspension $500
3. Pharmacy technician registration $35

4. Pharmacy technician registration after revocation or suspension $125

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

a. Pharmacy permit $240
b. Physician permit to practice pharmacy $240
c¢. Medical equipment supplier permit $210
d. Humane society permit $30

e. Nonresident pharmacy $115
f. Controlled substances registration $180

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

1. Change of pharmacist-in-charge $50
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2. Change of ownership for any facility $50

3. Inspection for remodeling or change of location for any facility 150

4. Reinspection of any facility $150

5. Board-required inspection for a robotic pharmacy system $150

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

7. Change of pharmacist responsible for an approved innovative $25
program

H. Miscellaneous fees.

1. Duplicate wall certificate $25
2. Returned check $35

- 8-Nonresident pharmacy $210

- 9 Controlled-substances-registrations $50
18VAC110-50-20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Initial application fees.

1. Nonrestricted manufacturer permit $270
2. Restricted manufacturer permit $180
3. Wholesale distributor license $270
4. Warehouser permit $270
5. Nonresident wholesale distributor $270
6. Controlled substances registration $90

C. Annual renewal fees shall be due on February 28 of each year.

1. Nonrestricted manufacturer permit $270
2. Restricted manufacturer permit $180
3. Wholesale distributor license $270
4. Warehouser permit $270
5. Nonresident wholesale distributor $270
6. Controlled substances registration $90
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D. Late fees. The following late fees shall be paid in addition to the current renewal fee to renew an
expired license within one year of the expiration date. In addition, engaging in activities requiring a
license, permit, or registration after the expiration date of such license, permit, or registration shall be
grounds for disciplinary action by the board.

1. Nonrestricted manufacturer permit $90
2. Restricted manufacturer permit $60
3. Wholesale distributor license $90
4. Warehouser permit $90
5. Nonresident wholesale distributor $90
6. Controlled substances registration $30

E. Reinstatement fees.

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

2. Engaging in activities requiring a license, permit, or registration after the expiration date of such
license, permit, or registration shall be grounds for disciplinary action by the board. Facilities or entities
that cease operation and wish to resume shall not be eligible for reinstatement, but shall apply for a
new permit or registration.

3. Facilities or entities that failed to renew and continued to operate for more than one renewal
cycle shall pay the current and all back renewal fees for the years in which they were operating plus
the following reinstatement fees:

a. Nonrestricted manufacturer permit $240
b. Restricted manufacturer permit $210
c. Wholesale distributor license $240
d. Warehouser permit $240
e. Nonresident wholesale distributor $240
f. Controlled substances registration $180

F. Application for change or inspection fees.

1. Reinspection fee $150

2. Inspection fee for change of location, $150
structural changes, or security system changes

3. Change of ownership fee $50

4. Change of responsible party $50

G. The fee for a returned check shall be $35.
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Family Planning Expedited Visit Protocol
6/4/08

PurposeThe goal of the family planning expedited visit is to improve maagy planning and prevent
unintentional and unplanned pregnancy. The family planning expedited vasitabbreviated family

planning visit designed to remove client barriers for accessingaceptive methods. The expedited
visit process is designed for implementation in the clinical and nagiitibnal settings. These clinical

settings may include but are not limited to: STI, Pregnancy Tremunization, Pediatric, Teen, WIC,

Walk In, and mobile clinical settings. The expedited visit forml wérve as the family planning

encounter and should be entered as a visit into WebVISION.

Criteria for using the family planning expedited visit form

e A clinician (MD or NP) must be present at the site and is responsible for dispensing.

e The contraceptive method selected must be available for dispensing.

e The expedited visit form must be completed.

e The client must receive a scheduled appointment for a comprehensive family plasiting vi
within 90 days of the expedited visit. The return visit will include a comprehensiveyhistor
physical assessment, evaluation of the birth control method, client centered colarseling
required educational components of family planning.

e Only three cycles may be dispensed.

e Only one expedited visit will be permitted per patient.

Steps for completing the VDH Family Planning Expedited Visit

e Have the client complete as much of the form as possible.

e The nurse must review the form with the client and obtain clarifying information.

e The nurse will sign and date the form.

e The clinician on site will be given the completed form for review.

e The clinician is not required to actually see or examine the client on site, butatiape

e Clinician will elect to prescribe or decline to prescribe a birth control methed laasclient
information, clinical judgment and protocol(s). The quick start process should be utilized
whenever possible. Signature of the clinician is required on the form.

e If a method is ordered the nurse will provide: 1) method specific counseling and education, 2)
provide a back up contraceptive method to be used if appropriate, 3) provide information on
emergency contraception.

e Initiate referrals as identified.

e Schedule the client for a return comprehensive family planning visit within 90 days of the
expedited visit..

e Nurse will enter: “follow up required,” the return appointment date, and sign and datenthe for

e The completed form will be added to the patient’'s medical record.

Page 24 of 28



Board of Pharmacy Minutes

Attachment F

June 4, 2008

Family Planning Expedited Visit BTE:
Name
family
\V Address
\\ DOB: Age
Race/Ethnicity (circle): W B Asian American Indian Alaska Natiye
Pacific Islander Multiracial Hispanic Non-Hispanic  Other
PLANNING
LMP: / / ALLERGIES: QUICK START
Using any kind of birth control? Yes No BP:
WT:

If yes, what?

Smoke? Yes No Drink alcohol? Yes No

List Current Medications/dosage/start date (include OTC & Streef

Drugs)

Urine Pregnancy Test today:

Problems since LMP?

POSITIVE NEGATIVE N/A

Nausea Y N

Vomiting Y N

Bleeding Y N

Cramping Y N

Other Y N
Have you been to a medical provider since LMP Yes No
If yes, why?

OB History: G P
Date of last pregnancy:
Pregnancy complications:

Future pregnancy plans:

Contraceptive History:
OCs Y N
DEPO Y N
OrthoEvra Y N
IMPLANTS Y N
IUDs Y N
Condoms/foam Y N
Other Y N

Comments:

Referral (circle)? WIC DSS BabyCare FP Plan First

Other:

Last Intercourse (date)?

If unprotected & 5 days or les
offer EC

Medical History:

Hypertension? Y N
Heart disaese? Y N
Diabetes? Y N
Blood clots? Y N
Chest pain? Y N
Breast CA? Y N
Cervical CA? Y N
Abnormal Pap Y N
Migraine HA? Y N
Seizures? Y N
Liver disease? Y N
Vag Bleeding? Y N
Breast feeding? Y N

Other:
Dispense:

X 1 pack

NuvaRing X 1 month
DMPA 104 SQ X 1

EC
Other X 1 month
Clinician:

MD, NP, CNM, PA
RN follow-up:

F/U annt:




Board of Pharmacy Minutes June 4, 2008 Attachment G

VIRGINIA:
BEFORE THE BOARD OF PHARMACY

IN RE: ROBERT A. DAVIS, PHARMACIST
License No. 0202-205379

ORDER

Pursuant to 8§ 2.2-4020, § 2.2-4021, § 54.1-110, 54.0¢24Pand § 54.1-2409 of the Code
of Virginia (1950), as amended ("Code"), a formdmnistrative hearing was held before the
Board of Pharmacy ("Board") on June 4, 2008, in Her@iconty, Virginia, to receive and act upon
the application to reinstate the license of RolfertDavis to practice as a pharmacist in the
Commonwealth of Virginia. Said license was mandgtosuspended by an Order of the
Department of Health Professions entered on Novet®e2004, pursuant to § 54.1-2409 of the
Code, due to the suspension of Mr. Davis’ licemspractice pharmacy in the State of Texas. The
case was prosecuted by James E. SchliessmanntafAsgitorney General. Howard M. Casway,
Senior Assistant Attorney General, was presenegal Icounsel for the Board. Mr. Davis was
present and was not represented by counsel. Toequings were recorded by a certified court
reporter.

Upon consideration of the evidence presented, tlaedBadopted the following Findings of
Fact and Conclusions of Law.

FINDINGS OF FACT

The Board finds that:

1. Robert A. Davis held license number 0202-205379 to practice pharm#uoy i
Commonwealth of Virginia. Said license was mandatorily suspended on November 10, 2004.

2. On August 4, 2004, Mr. Davis’ license to practice pharmacy inStage of
Texas was suspended for diverting controlled substances for his persersand for use by his
wife pursuant to fraudulent prescriptions purportedly authorized by several physicians

3. Mr. Davis’ license to practice pharmacy in Texas wasstaied on probation

with terms on February 7, 2007, and documents and interviews provided toditeiBdicate he
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is in compliance with the Order. Records provided confirm that Mr. Davis enteretigriiexas
Pharmacy Recovery Network Program on June 29, 2004, and that he isacoragth the
Program. Further, he attends Alcoholics Anonymous meetings threertdirhes a week and
has had no positive urine drug screens. Since April 1, 2007, he has be@yeemgs a
pharmacist and is supervised and monitored by the pharmacist-irectatye pharmacy where
he is currently employed. It is Mr. Davis’' intention to relocébeVirginia and to seek
employment with his current employer.

CONCLUSIONS OF LAW

Finding of Fact #2 constitutes a violation of §153316(10) formerly § 54.1-3316(9)] of
the Code. The matter of Mr. Davis’ application feinstatement of his pharmacist’s license is
properly before the Board.

ORDER

WHEREFORE, on the basis of the foregoing Findings of Fact and Candusf Law,
it is hereby ORDERED that the application to reinstate #tentie of Robert A. Davis be, and
hereby is, GRANTED subiject to the following terms and conditions:

1. Mr. Davis shall remain in compliance with the terms and camditget forth in
the Agreed Board Order of the Texas State Board of Pharmacy entered November 1, 2006.

2. Should Mr. Davis relocate to Virginia, he shall not practicd tetihas entered
into the Health Practitioners Intervention Program (“HPIP"), pain$ to Chapter 25.1 of Title
54.1 of the Code of Virginia (1950), as amended, and 18 VAC 76-10-18ecetof the
Regulations Governing the Health Practitioners’ Intervention Brogand has provided the
Board with documentation of entry into a HPIP Recovery Monitoring @on{fRMC”). After
entry into HPIP, Mr. Davis shall comply with all terms and cdaad# for the period specified in
the RMC.

3. Any violation of the terms and conditions of HPIP or any of thmgeand
conditions stated in this Order shall be reason for revoking teaskcof Mr. Davis, and an

administrative proceeding shall be held to decide whether hisstcehall be revoked. Mr.
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Davis shall be noticed to appear at an administrative hearswghttime as the Board is notified
that:
a. Mr. Davis is not in compliance with the terms and conditionsifegubc
by the HPIP, or has been terminated from participation in HPIP, or
b. Mr. Davis has successfully completed the above-referencead pefri
participation in HPIP. Upon receipt of evidence of Mr. Davis’ ipgration in and
compliance with HPIP, the Board, at its discretion, may waivapypearance before the

Board, relating to the HPIP contract only, and conduct an administnaiwew of this

matter, or

C. Any violation of the other terms and conditions of the Order.

As provided by Rule 2A:2 of the Supreme Court of Virginia, Mr. Dés thirty (30)
days from the service date in which to appeal this decision ibg,filn writing, a Notice of
Appeal with Elizabeth Scott Russell, Executive Director, BoardPluirmacy, 9960 Mayland
Drive, Suite 300, Richmond, Virginia, 23233-1463. The service date shadlfireed as the date
Mr. Davis actually received this decision or the date it madied to him, whichever occurred
first. In the event this decision is served upon him by mail, t{Bgelays are added to that
period.

Pursuant to § 2.2-4023 and § 54.1-2400.2 of the Code of Virginia, the signed afginal
this Order shall remain in the custody of the Department of i@atifessions as a public record
and shall be made available for public release, inspection and copying upon request.

FOR THE BOARD:

Elizabeth Scott Russell
Executive Director

ENTERED: June 19, 2008

Page 28



	BEFORE THE BOARD OF PHARMACY
	License No. 0202-205379

	Text2: 
	Text2: 


