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
December 16, 2009
9:00AM

TOPIC

Call to Order: Jennifer Edwards, Chairman
« Welcome and Introductions
» Reading of emergency evacuation script
» Approval of Agenda
. Approva! of previous Board meeting minutes:
September 2, 2009, Board meeting
- September 22, 2009, special conference committee
+  Qctober 20, 2009, special conference committee
+  November 10, 2009, telephone conference call
November 10, 2009, special conference committee
+  December 1, 2009, telephone conference call

Public Hearing: Proposed regulations on drug donation program

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.

DHP Report: Sandra Whitley Ryals, Director

Regulations: Elaine Yeatts
« Update on regulation processes
« Adopt proposed regulations on nurses not signing ADD deliveries or
give to the regulation committee to draft
« Review public comment and adopt response to public comment and
final regulations on unprofessional conduct

Legislation:
» update on prospective 2010 legislation-Scotti Russell, Elaine Yeatts

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

New Business
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Board of Pharmacy Tentative Agenda 12/16/2009

Consideration of consent orders

Adjourn

*The Board will have a working lunch at approximately 12 noon. Formal panel
hearings will convene at the conclusion of the Board meeting.
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September 2, 2009
Second Floor

(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

Perimeter Center
9960 Mayland Drive, Suite 300

Board Room 2 Henrico, VA 23233-1463
CALL TO ORDER: The meeting was called to order at 9:03AM.
PRESIDING: Jennifer H. Edwards, Chair
MEMBERS PRESENT: Gill B. Abernathy
John O. Beckner
Willie Brown
Gerard Dabney
David C. Kozera
Leo H. Ross
Michael E. Stredler i
Brandon K. Yi, Vice Chair
MEMBERS NOT PRESENT: Bobby Ison
STAFF PRESENT: Caroline D, Jur Eé:puty Ekecutive Director
QUORUM: th Tine members present, a quorum was established.
APPROVAL OF AGENDA “An amended agenda was distributed prior to the beginning of the

APPROVAL OF MINUTES:

PUBLIC HEARING ON
PROPOSEE REGULATIONS
ON UN?R@FESSIONAL
CONDUCT:

DHP DIRECTOR'S REPORT

meeting,

The Board reviewed draft minutes included in the agenda package.
With no changes to the minutes, the minutes were approved as
presented.

The Board held a public hearing on proposed regulations to
establish regulations on unprofessional conduct. There was no
comment offered on the proposed regulations during the hearing.

Ms. Ryals discussed the Revenue and Expenditure Analysis in
handout A. She explained that the Board has a revenue surplus
which exceeds the 10% allowance and therefore, suggested that the
Board adopt a one-time reduction for renewal fees due on or before
December 31, 2009, February 28, 2010 and April 30, 2010. She
stated that a permanent reduction is not recommended as the

/
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LEGISLATION UPDATE:

REGULATION UPDA"

REGULATIONS ON
EXPIRATT.N/RENEWAL
DATES:"

Motion:

Draft/Unapproved Page 2

Board’s expenditures are projected to exceed revenue in 2011.
Ms. Edwards asked if the analysis included the agency’s increased
costs associated with information technology services and Ms.
Ryals acknowledged that the analysis did include this information.

Additionally, Ms. Ryals reviewed the patient care disciplinary case
processing times found in handout A and stated that the agency has
met and exceeded the goals set for clearance rate, age of pending
caseload and time to disposition. During the four’tﬁ’tfﬁarter of
ﬁscal year 2009, the agency’s clearance rate was 114%, age of

71%, age of pending caseload was 9%, ‘and time to dlSpOSltlon or
the percent of patient care cases 9]036 ‘m 250 busmess days was

'Wrev1ew1ng the 1nspect}0n process and
ad meamngful inspection program would

B{)z‘n‘d3 reV1eWed and approved in June which conforms Virginia
schedulés, of controlled substances to federal regulations.

;Addlf maﬂy, she stated that a second agency legislative proposal

ding the use of agency subordinates in informal conferences

kgji;;;may impact on the Board.

Ms. Yeatts provided an update on current regulation processes
which included a statement that the {inal amendments to
regulations from the periodic review became effective September
2, 2009,

Ms. Yeatts explained that the Board needed to adopt final
regulations to replace emergency regulations that had changed the
expiration dates for facilities in order to stagger the Board's
workload in renewing its licenses. The public comment period on
proposed regulations ended on 8/7/2009 with no public comment
filed.

The Board voted unanimously to adopt the proposed
amendments to expiration dates for facilities without any
change as final regulations. (motion by Kozera, second by
Beckner)
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FAST TRACK
REGULATIONS FOR

CHANGES TO STAT BOXES:

Motion:

AD‘ETION F REDUCTION
IN RENEWAL FEES FOR
2009/2010:

Motion:

Draft/Unapproved Page 3

Ms. Juran reminded the Board of the request at the June 2009
meeting of the Virginia Health Care Association (VHCA) for
changes in the regulation related to stat-drug boxes in long ferm
care facilities. Specifically, VHCA was requesting Schedule II
oral drugs be allowed in the boxes to cover initiation of pain
treatment while waiting for orders to be filled by the provider
pharmacy The Board Chairman had appomted an ad hoc

pharmacy to develop a recommendation for chang , prlor ta this
Board meetmg, but the ad hoc comm1ttee Was unabie ;meet

. Addztlonally, the Board
k Gross, General Manager of
id 16t oppose the draft changes
prepared by staff and.: HCA but stiggested an alternative plan
which included combir mg the' drugs in Schedules II-V from the
emergency drug kit: *Ehé stat-drug box into one kit. The Board,
also, heard cammen: from Wendy Walter, Fairmont Crossing,
Ambherst, VA, H wi%Hopper General Manager of NeighborCare
Rlchmondw;andx séph Ward, MD regarding the two proposed
changes. for istat-drug boxes and the immediate need to have
Schedul in medications readily available in the stat-drug box
to. meet Tirsing home patients® needs. Afier some discussion, the
Béga:fd: etermined that while Mr. Gross® suggestion had merit it
would require a change to both 18VAC110 20- 540 and

:%i;_next regulatory review process. The Board determined that there

would likely not be any opposition to this change and thus could be

adopted using the fast-track process.

The Board voted unanimously to adopt, as a fast-track
regulation, the draft amendments to 18 VAC 110-20-550
prepared by staff. (Attachment A) (motion by Stredler, second
by Brown)

To address revenue surplus issue discussed earlier in the meeting,
Ms. Yeatts presented draft amendments to three sets of Board
regulations that would provide for a one-time fee reduction for the
next renewal cycle for all licensees. Additionally, Ms. Yeatts
explained that fee reduction is an exempt action under the
Administrative Process Act.

The Board voted umanimously to adopt the reduction in
renewal fees for 2009/2010 as presented. (Attachment B)

(motion by Kozera, second by Stredler) 3
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CORRECTION OF CITE IN
REGULATION 18VAC110-20-
106

Motion:

UPDATE ON ACTION
ITEMS:

REPORT OF AD HOC
COMMITTEE ON
INSPECTION PROCESSESS:

Draft!Unapproved Page 4

Ms. Yeatts explained that an error was made during the recent
periodic regulatory review process. The cite reference to
18VACI110-20-90 in Regulation 18VAC110-20-106 was stricken,
however, the intention was to reference both 18VACI110-20-90
and 18VAC110-20-100. Ms. Yeatts stated that the correction
would be exempt from the Administrative Process Act.

“'II 5555

handout D of the agenda package
second by Beckner)

Ms. Juran provided the Board with:an mform : recommendatlon of
the ad hoc committee, appointed: by the loard at its last meeting
and which met on July 17, 2009:and. August 26, 2009 to develop a
recommendation for streamlining the “inspection program and

developing standard sanetlons:for ‘expedited consent orders. The
plan is that these ax,pedﬂed consent orders based on approved
standard penalties:would: He offered by the pharmacy inspectors at
the conclusion”
deﬁc1en01es ‘to

f the inspectlon After reviewing numerous
eférmine appropriate disciplinary action, the

lation, unless the pharmacy requested an informal
con“re ce 1o review the possible violation. Additionally, the
omrmttee recommended that other deficiencies believed to be less
egregious or "minor” should be listed together and that a $250

;:5‘-imonetary penalty would be imposed against the pharmacy permit
., when any three deficiencies from this list was cited. For each
* additional deficiency over three from this list, another $100

monetary penalty per deficiency would be imposed.  Any
pharmacy that does not consent to the standard penalty would be
scheduled for in information conference, most likely before an
agency subordinate.

The Board reviewed and discussed the committee's
recommendations related to major and minor deficiencies. The
Board made several changes to the list. Mr. Yi stated that he
supported the concept of imposing monetary penalties against a
pharmacy permit, but expressed concern regarding the public
information which could result. He stated that a pharmacy owner
may not be able to control the individual actions of the employed
pharmacists and feared the public information associated with the
violations may be unfair to the pharmacy owner. :

Lastly, Sammy Johnson, Deputy Director of Enforcement stated
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that a new pharmacy inspection report would be created to reflect
the identified deficiencies and would be posted online for public
view when ready.

Motion: The Board voted 8-1, with Mr. Yi voting no, to adopt the
process for pharmacy inspectors to offer a pharmacy an
expedited consent order to which the pharmacy may choose to

amended by the Board, and to make these stan rd monetary
penalties a Board guidance document. ( etlo by:
second by Kozera) (Attachment C)

Action item: Ms. Abernathy requested staff to 'ﬁf’a\zide: progress report
following 6 months from implemestation. “Ms; Ryals stated that
she would suggest a progress repoj be gwen by staff at each Board
meeting.

MISCELLANEOUS: Ms. Juran stated that staff hagireceived written requests from two
SPECIAL-USE PERMITS FOR different physicians: rekluestmg ‘waivers from specific regulations
PSDS WANTING TO SELL 2- regarding practlhenefsa of the healing arts to sell controlled
3 TOPICAL PRODUCTS, LE,, substances. OrLe physxman w1shes to only dispense Latisse. The
LATISSE, 4% HYDRO- i

QUINONE, AND TRETINOIN
CREAM; WAIVERS:

ggssuance of a limited-use hcense as stated in ISVACIIO 20-30
when the scope, degree or type of services provided to the patient
¥ is of a limited nature. After some discussion, the Board
determined that good cause had not been shown and therefore,
denied the request for the aforementioned waivers.

The Board voted unanimously to deny the request for waivers
of restricted access and alarm requirements by the two
physicians. (motion by Beckner, second by Ross)

BOARD,IN

L INTERPRETATION Ms. Juran explained that staff had received a number of comments
OF NEW LANGUAGE IN after the publication of final regulations from pharmacists who

18VACI116-20-270: were very concerned with the elimination of ratios from the
regulations and who felt that corporate decisions would be made
on staffing and that employee pharmacists would have no say as to
how many persons they may safely supervise. Additionally, while
ratios were removed from regulation, staff realized that statute still
includes a maximum ratio of 1:4, pharmacist to pharmacy
technicians. Additionally, Ms. Juran stated that since the new
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SET MEETING SCHEDULE
FOR 2010: *see footnote for
change to schedule

Draft/Unapproved Page §

regulation does not directly address ratios, but the statute does,
there is some confusion as to the Board’s expectation. Most
recently, staff received a phone call from a chain pharmacy that
wants to establish a primary training pharmacy with 1 pharmacist
supervising 4 pharmacy technicians and 4 pharmacy technician
trainees at one time. The pharmacist questioned staff whether this
would meet compliance. Because of these recent issues, Ms, Juran
stated that staff was requesting that the Board interpret the new

document .110- 33: ddresses the use of a pharmacy intern as a
pharmacy - teehn ian, when the pharmacy intern would be
considéeed p ‘Ehe"rano and that the ratio of pharmacy intern to
pharmacist: shall be 1:1. Lastly, Mr. Casway advised the Board
that : ‘_,gulatlon appears to be in direct conflict with statute
and: ggested adopting an exempt amendment to the regulations to
address the conflict.

.::lii:l"he Board voted unanimously that the restriction in §54.1-
3320 of one pharmacist supervising no more than four
" pharmacy technicians is interpreted to mean that a pharmacist

shall not supervise more than four persons performing
pharmacy technician duties at one time, regardless of whether
this person performing pharmacy technician duties is a
registered pharmacy technician, techmician in training or
pharmacy intern; that pharmacy interns gaining hours of
practical experience and therefore, performing duties
restricted to pharmacists, under direct monitoring by the
pharmacist, shall not be considered part of the 1:4 pharmacist
to pharmacy technician ratio; and the Board to adopt an
exempt change to 18 VAC 110-20-270 to resolve the conflict
with statate and clarify this issue. (motion Beckner, second by
Stredler) (Attachment D)

The Board selected its 2010 meeting dates as follows:
March 10, 2010
June 2, 2010
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September 1, 2010
November 30, 2010

REPORT ON BOARD OF Ms. Edwards stated that the Regulatory Research Committee
HEALTH PROFESSIONS, continues to study the possible need to regulate genetic counselors
JENNIFER EDWARDS: and has determined that persons performing kinesiotherapy do not

meet the qualiﬁcations for a profession to be regulated by this

NEW BUSINESS:
currently needed, but that tﬁes areasicould possibly be identified
during the next perloehc regulatc}ry review process.

ADJOURN: With all busine ﬁ:‘concluded the meeting adjourned at 12:45 PM

Caroline D. Juran
Deputy Executive Director

Jennifer H. Edwards, Bcﬁ;ﬁgﬁd Chair g

Junez ZOIi] DHP—Conference Center, Board Room 2
Septembers 2010-DHP-Conference Center, Board Room 2
December 15, 2010-DHP-Conference Center, Board Room 2




Virginia Board of Pharmacy Minutes Attachment A Page 8
September 2, 2009

Project 2134 — Fast-track
BOARD OF PHARMACY

Stat-drug box in nursing homes

18VAC110-20-550. Stat-drug box.

An additional drug box called a stat-drug box may be prepared by a pharmacy to,provide for
initiating therapy prior to the receipt of ordered drugs from the pharmacy. Access to the st -drug box is
restricted to a licensed nurse, pharmacist, or prescriber and only these licensed. individuals,
administer a drug taken from the stat-drug box. Additionally, a valid prescription.: or Iawfu" r

tord rof a
prescriber must exist prior to the removal of any drug from the stat- -drug box. A, stat drug box:shall be
subject to the following conditions: :

1. The box is sealed in such a manner that will preclude the loss of d?’d‘gs

a. The dispensing pharmacy must have a method of seallr;g such:b ‘so that once the
seal is broken, it cannot be reasonably resealed without the breach belng detected.

b. If a seal is used, it shall have a unique numeri¢:o phénnmerac identifier to preclude
replication or resealing, or both. The pharmacy shall malntain -a record of the seal identifiers

when placed on a box and maintain the record untll sucﬁ tlme as the seal is replaced

3. There shall be a listing of th
attached to the box in the faclh

4. The drug listing on th \;shal! E@ear an expiration date for the box. The expiration date shall
be the day on whlch he flrst drug irrthe box will expire.

f drugs'contained in the stat-drug box shall be determined by the provider
st in Gonsultation with the medical and nursing staff of the long-term care facility.

: & 1 1 through V drug drugs
“of &ach except that one_unit of liquid, not to exceed 30 mi. may pbe substituted for a solid

dosage unit. If the unit of a liquid that may contain more than one dose is removed from the
~stat-box pursuant to a patient order, the remainder shall be stored with that patient’s other
“drugs. may be used for subsequent doses administered to that patient, and shall not be
administered to any other patient.
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Project 2110 - final exempt

BOARD OF PHARMACY

Fee reduction

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 pald dir ctly}to the
examination service as specified by the board.

C. Initial application fees.
. Pharmacist license

. Pharmacy intern registration

. Pharmacy technician registration
. Pharmacy permit

. Permitted physician licensed to dispense drugs
. Medical equipment supplier permit
. Humane society permit

. Nonresident pharmacy

© 0 =~ O U A W N -

. Controlled substances registrations ..
10. Innovative program approval. .

If the board determines that a tech ttant is required in
order to make a decision on, approval,; ny consultant fee, not to
exceed the actual cost, shal also be p- id by the applicant in addition
to the application fee. 2

11. Approval of a pharmacy technlclan tra;nlng program $150
12. Approval ofiaécont:numg educatlon program 3100

D. Annual ren walf‘ :s
tjve frcense $90

a : cistt mactlve license 545
“zte.:chn:c:ian registration $25

T cy permit $270

: hyzs%:ician permit to practice pharmacy $270
6. Me&ical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9. Controlled substances registrations $90

10. Innovative program continued approval based on board order not
to exceed $200 per approval period.
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11. Approval of a pharmacy technician training program $75 every
two years

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 or within two years in the case of a pharmacy
technician training program. In addition, engaging in activities requiring a license, permit, or registration
after the expiration date of such license, permit, or registration shall be grounds for disciplinary action
by the board.

1. Pharmacist license

. Pharmagist inactive license

. Pharmacy technician registration

. Pharmacy permit

. Physician permit to practice pharmacy
. Medical equipment suppiier permit

. Humane society permit

. Nonresident pharmacy

0 0 ~N O o b W N

. Controlled substances registrations

10. Approval of a pharmacy technician training p[ggﬂr;a"

$210

$500

$35

$125
registration. é?acti'tiés ior entities that failed to renew and continued to
operatefor mare than one renewal cycle shall pay the current and all
back’renewal fees for the years in which they were operating plus the

ng‘sfeinstafement fees:

a .;zgl?haggmacy permit 3240

B b.;éiji’hy;ician permit to practice pharmacy 3240

EI’\nedical equipment supplier permit $210

d. Humane society permit $30

e. Nonresident pharmacy 3115

f. Controlled substances registration $180

g. Approval of a pharmacy technician training program 375

G. Application for change or inspection fees for facilities or other entities.
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1. Change of pharmacist-in-charge $50

2. Change of ownership for any facility 350

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

program

H. Miscellaneous fees.
1. Duplicate wall certificate

2. Returned check

l. For the annual renewal due on the stated dates, the foilowmq fe shall e impgsed for a license,
permit or registration:

1. Pharmacist active license — December 31, 2009

n

$50
2. Pharmacist inactive license — December 31, 2009 ..:* $25
3. Pharmacy technician registration — December 31, 200 $15
4. Pharmacy permit — April 30, 2010 $210
5. Physician permit to practice pharmacy —Februaty 28, 2010 $210
6. Medical eguipment supplier permit -m‘Fetf 8:2010 $140
7. Humane society permit — Februa'gg? 901 $20
8. Nonresident pharmacy — April*: 210
9 ;— February 28, 2010 $50

. Controlled substances reg;istraho

18VAC110-30-15. Fees.
A. Unless otherwxse; :owd‘ed fees listed in this section shall not be refundable.
B. Fee for initial fzense fora practltloner of the healing arts to sell controlled substances.

1. The app' atio ‘fee for initial licensure shall be $240.

“Fhe'annual fee for renewal of an active license shall be $90. For the annual renewal due on
beﬁere December 31, 2008 2009, the fee shall be $50.

%,’The late fee for renewal of a license within one year after the expiration date is $30 in
addition to the annual renewal fee.

3. The fee for reinstatement of a license expired for more than one year shall be $210.

D. The fee for reinspection of any facility shall be $150.
E. The fee for a returned check shall be $35.
18VAC110-50-20. Fees.
A. Unless otherwise provided, fees listed in this section shali not be refundable.
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B. Initial appliéation 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. Controlied substances registration
C. Annual renewal fees.

1. Nonrestricted manufacturer permit

2. Restricted manufacturer permit

3. Wholesale distributor license

4. Warehouser permit

5. Nonresident wholesale distributor

6. Controlled substances registration

‘dltlo to the current renewal fee to renew an
AN “addition, engaging in activities requiring a
license, permit, or registration after the expiration dafe ofisu h.»,.}hcense permit, or registration shall be
grounds for disciplinary action by the board. 4

D Late fees. The following late fees shali be paid in

1. Nonrestricted manufacturer permit $90
2. Restricted manufacturer permit g $60
3. Wholesale distributor license 390
4. Warehouser permit 390
5. Nonresident wholesala dlStE’lbutOm $90
6. Controlled subst.) i |

ces reglstration $30

E. Remstatement fees i,
pttng to?férenew a license, permit, or registration more than one year after the

1. Any entity 2
expwatlorgg.dateq hall submit an application for reinstatement with any required fees.
Relnstatemeﬁt is at:the discretion of the board and, except for reinstatement following license

sﬁ%pénsion, may be granted by the executive director of the board upon
.an application and payment of any required fees.

revacatzon

in activities requiring a license, permit, or registration after the expiration date of

4 sueh hcense permit, or registration shall be grounds for disciplinary action by the board.

hFaCIlltIeS or entities that cease operation and wish to resume shall not be eligible for
atement, 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
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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, structural $150
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.

H. For the annual renewal due on erbeiore December34--20086 Februa
fees shall be imposed for a license or permit:
1. Nonrestricted manufacturer permit

8, 2010

, the following

2. Restricted manufacturer permit
3. Wholesale distributor license

4. Warehouser permit

5. Nonresident wholesale distributor
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Virginia Board of Pharmacy Minutes Attachment D Page 20
September 2, 2009

Project 2116 — Final exempt
BOARD OF PHARMACY

Correction of cite

18VAC110-20-1086. Requirements for continued competency.

contact hours of approved continuing education for each annual renewal of registr tlbn Haurs in
excess of the number reqwred for renewal may not be transferred or credited to anoth' ry ar. -

complying with current year requirements. Any subsequent extension s aII be granted for good cause
shown. : Bl
ing. Vducatlon programs shall be

2ars following the renewal of his
i aFcerttficates to the board upon request

D. Original certificates showing successful completion of ¢
maintained by the pharmacy technician for a period o
registration. The pharmacy technician shall provide such ori
in a manner to be determined by the board. ;

Prescription Order: aad DIS ﬁ;nsmg Standards

18VAC110-20-270. Dispensing of prescrlptrens
supervision of pharmacy technicians.

ertification of completed prescriptions;

A. In addition to the acts restrlcted't fmacist in § 54.1-3320 A of the Code of Virginia, a
pharmacist shall provide person | super s1cn of compounding of extemporaneous preparations by
pharmacy technicians.

B. A pharmacist shall.« etermine the*number of pharmacy interns, pharmacy technicians, and
pharmacy technician ira 3, he can safely and competently supervise at one time; _however, no
pharmacist shali super’wse more: than four persons acting as pharmacy technicians at one time.

C. After the presr z_ptran has been prepared and prior to the delivery of the order, the pharmacist
shall inspect the: scrmtlon product to verify its accuracy in all respects, and place his initials on the
record of dlspeé

Showmg verification of accuracy sha!i be maintained on a pharmacy record for
cd of two years unless otherwise specified in regulation.

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 perscon 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.




DRAFT/UNATPROVED
VIRGINIA BOARD OF PHARMACY
MINUTES OF SPECIAL CONFERENCE COMMITTEE

Tuesday, September 22, 2009 | Department of Health Professions
Commonwealth Conference Center Perimeter Center
Second Floor : 9960 Mayland Drive
Board Room 2 Richmond, Virginia 23233
CALL TO ORDER: A meeting of a Special Conference Committee of the
Board of Pharmacy was called to order at 9:00 a.m.
PRESIDING: Brandon K. Yi, Committee Chairman
MEMBERS PRESENT: John Beckner, Committee Member
STAFF PRESENT: Cathy M. Reiniers-Day, Deputy Executive Director
Mykl D. Egan, DHP Adjudication Specialist
RIMA SHURBAJI Rima Shurbaji appeared with her attornies, Michael
License Number 0202-206984 Goodman and Christy Vanderline, to discuss allegations

that she may have violated certain laws and regulations
governing the practice of pharmacy as stated in the April
28, 2009, Notice.

Closed Meeting: Upon a motion by Mr. Beckner, and duly seconded by
Mr. Yi, the Committee unanimously voted to convene a
closed meeting pursuant to § 2.2-3711.A.(28) of the Code
of Virginia, (“Code”), for the purpose of deliberation to
reach. a decision in the matter of Rima Shurbaji.
Additionally, he moved that Cathy Reiniers-Day and
Mykl Egan attend the closed meeting because their
presence in the closed meeting was deemed necessary and
would aid the Committee in its deliberations.

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

Decision: Upon a motion by Mr. Beckner, and duly seconded by
Mr. Yi, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to reprimand
Ms. Shurbaji and have her complete the continuing
pharmacy education program “Medication Error CE & ,
Training Series-Quality Related Event 8 Hour Course”,";




Virginia Board of Pharmacy Minutes
- Special Conference Committee
September 22, 2009

SHALEETA CURTIS-
RADEFORD
Registration No. 0230-(013362

Closed Meeting:

Reconvene:

Decision:

Page 2

ACPE #0707-9999-09-999-H05-P. Said hours shall be in
addition to the 15 hours required for the renewal of her

license.

As provided by law, this decision shall become a final
Order thirty (30) days after service of such Order on Ms.

‘Shurbaji, unless a written request is made to the Board

requesting a formal hearing on the allegations made
against her is received from Ms. Shurbaji within such
time. If service of the Order is made by mail, three (3)
additional days shall be added to that period. Upon such
timely request for a formal hearmg, the decision of this
Special Conference Committee shall be vacated.

Shaleeta Curtis-Radford appeared to discuss allegations
that she may have violated certain laws and regulations
governing the practice of pharmacy technicians as stated
in the August 27, 2009, Notice.

Upon a motion by Mr. Beckner, and duly seconded by
Mr. Yi, the Committee unanimously voted to convene a
closed meeting pursuant to § 2.2-3711.A(28) of the Code,
for the purpose of deliberation to reach a decision in the
matter of Shaleeta Curtis-Radford. Additionally, he
moved that Cathy Reiniers-Day and Mykl Egan attend the
closed meeting because their presence in the closed
meeting was deemed necessary and would aid the
Committee in its deliberations.

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

Upon a motion by Mr. Beckner, and duly seconded by
Mr. Yi, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to order Ms.
Curtis-Bradford to successfully complete two (2)
additional continuing pharmacy education hours, in the
subject of medication errors.

As provided by law, this decision shall become a final
Order thirty (30) days after service of such Order on Ms.
Curtis-Radford, unless a written request is made to the
Board requesting a formal hearing on the allegations
made against her is received from Ms. Curtis-Bradford &
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TODD A. SMITH
License Number 0202-207008

Closed Meeting;:

Reconvene:

Decision:

Page 3

within such time. If service of the Order is made by mail,
three (3) additional days shall be added to that period.
Upon such timely request for a formal hearing, the
decision of this Special Conference Committee shall be
vacated.

Todd A. Smith appeared to discuss the allegations that he
may have violated certain laws and regulations governing
the practice of pharmacy as stated in the August 27, 2009,
Notice.

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

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

Upon a motion by Mr. Beckner, and duly seconded by
M. Yi, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted that Mr.
Smith be reprimanded and that he be assessed a $2500

" monetary penalty. Further, pursuant to § 54.1-2400(15) of

the Code, Mr. Smith shall submit to a physical and mental
evaluation.

As provided by law, this decision shall become a final
Order thirty (30) days after service of such Order on Mr.
Smith, unless a written request is made to the Board
requesting a formal hearing on the allegations made
against him is received from Mr. Smith within such time.
However, the requirement that Mr. Smith submit to a
physical and mental evaluation can not be appealed. If
service of the Order is made by mail, three (3) additional
days shall be added to that period. Upon such timely
request for a formal hearing, the decision of this Specml
Conference Committee shall be vacated.
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ADJOURN:
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With all business concluded, the meeting adjourned at
3:00 p.m.

Cathy M. Reiniers-Day
Deputy Executive Director

Brandon K. Yi, Chairman

Date




DRAFT/UNAYPPROVED
VIRGINIA BOARD OF PHARMACY
MINUTES OF SPECIAL CONFERENCE COMMITTEE

Tuesday, October 20, 2009 Department of Health Professions
Commonwealth Conference Center Perimeter Center
Second Floor 9960 Mayland Drive
Training Room 2 Richmond, Virginia 23233
CALL TO ORDER: A meeting of a Special Conference Committee of the
Board of Pharmacy was called to order at 11:00 a.m.
PRESIDING: David Kozera, Committee Chair
MEMBERS PRESENT: John Beckner, Committee Member
STAFF PRESENT: Cathy M. Reiniers-Day, Deputy Executive Director
Mykl D. Egan, DHP Adjudication Specialist
MARINA QUINTANILLA Ms. Quintanilla did not appear at the informal conference.
Registration No. 0230-011506 The Committee chose to proceed in her absence as the

Notice was mailed to Ms. Quintanilla’s legal address of
record, both regular and certified mail. The Committee
discussed that she may have violated certain laws and
regulations governing the practice of pharmacy
technicians as stated in the September 28, 2009, Notice.

Closed Meeting: Upon a motion by Mr. Beckner, and duly seconded by
Mr. Kozera, the Committee unanimously voted to
convene a closed meeting pursuant to § 2.2-3711.A.(28) of
the Code of Virginia, (“Code”), for the purpose of
deliberation to reach a decision in the matter of Marina
Quintanilla. Additionally, he moved that Cathy Reiniers-
Day and Mykl Egan attend the closed meeting because
their presence in the closed meeting was deemed
necessary and would aid the Committee in its
deliberations.

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




Virginia Board of Pharmacy Minutes
Special Conference Committee
October 20, 2009

Decision:

ADJOURN:

Page 2

Upon a motion by Mr. Beckner, and duly seconded by
Mr. Kozera, the Committee made certain Findings of
Facts and Conclusions of Law and unanimously voted to
offer Ms. Quintanilla a Consent Order for the revocation
of her pharmacy technician registration. Additionally,
they requested that a Notice for a formal hearing be
mailed to Ms. Quintanilla with the consent order.

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

Cathy M. Reiniers-Day
Deputy Executive Director

David C. Kozera, Chair

Date




DRAFT/UNAPPROVED
VIRGINIA BOARD OF PHARMACY
MINUTES OF TELEPHONE CONFERENCE CALL

Tuesday, November 10, 2009 Department of Health Professions
Perimeter Center

9960 Mayland Drive, Suite 300

Richmond, Virginia 23233-1463

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 Virginia Board of Pharmacy was held at
8:30 a.m., on November 10, 2009, to consider the summary
suspension of the registration of Stephanie Campbell to
practice as a pharmacy technician and Robert McKenney to
practice as a pharmacist in the Commonwealth of Virginia .

PRESIDING: Jennifer Edwards, Chair

MEMBERS PRESENT: Gill Abernathy
John Beckner
Willie Brown
Jennifer H. Edwards
Bobby Ison
Dave Kozera
Leo H. Ross
Michael E. Stredler
Brandon Yi

STAFF PRESENT: Cathy M. Reiniers-Day, Deputy Executive Director
Elizabeth Scott Russell, Executive Director
Eusebia Joyner, Disciplinary Program Specialist
Howard Casway, Senior Assistant Attorney General
James Schliessmann, Assistant Attorney General
Wayne Halbleib, Assistant Attorney General
Mykl Egan, DHP Adjudication Specialist

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 a possible summary
suspension case. The Board members stated that they would
not have been able to attend.

With nine members participating and one member unable to
participate, it was established that a quorum could not have
been convened in a regular meeting to consider these matters.

)
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November 10, 2009

STEPHANIE CAMPBELL
Registration No. 0230-06300

Decision:

ROBERT MCKENNEY
License No. 0202-010727

Decision:

ADJOURN:

Mzr. Schliessmann presented a summary of the evidence in this
case.

Upon a motion by Mr. Brown, duly seconded by Mr. Beckner,
the Board unanimously voted that with the evidence
presented, the practice as a pharmacy technician by Stephanie -
Campbell poses a substantial danger to the public; and
therefore, that the registration of Ms. Campbell to practice as a
pharmacy technician be summarily suspended; and that a
Consent Order be offered to Ms. Campbell for the indefinite
suspension of her registration in lieu of a hearing.

Mr. Halblieb presented a summary of the evidence in this case.

Upon a motion by Mr. Yi, duly seconded by Mr. Stredler, the
Board unanimously voted that with the evidence presented,
the practice as a pharmacist by Mr., McKenney poses a

‘substantial danger to the public; and therefore, that the license

of Mr. McKenney to practice pharmacy be summarily
suspended; and that a Consent Order be offered to Mr.
McKenney for the indefinite suspension for not less than one
year of his license in lieu of a hearing.

With all business concluded, the conference call adjourned at
9:15 a.m.

Cathy M. Reiniers-Day
Deputy Executive Director

Eusebia L. Joyner
Disciplinary Program Specialist

Jennifer Edwards, Chair

Date




DRAFT/UNAPPROVED

VIRGINIA BOARD OF PHARMACY
MINUTES OF SPECIAL CONFERENCE COMMITTEE

Tuesday, November 10, 2009
Commonwealth Conference Center
Second Floor .

Training Room 2

Department of Health Professions

' Perimeter Center
9960 Mayland Drive

Richmond, Virginia 23233

CALL TO ORDER:

PRESIDING:
MEMBERS PRESENT:

STAFF PRESENT:

KELLY TAYLOR, III
Pharmacist Applicant

Closed Meeting:

Reconvene:

Decision:

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

Dave Kozera, Committee Chair
John Beckner, Committee Member

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

Kelly Taylor appeared to discuss his application for
licensure as a pharmacist and allegations that he may have
violated certain laws and regulations governing the practice
of pharmacy as stated in the November 2, 2009, Notice.

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee unanimously voted to convene a
closed meeting pursuant to § 2.2-3711.A.(28) of the Code of
Virginia, (“Code”), for the purpose of deliberation to reach a
decision in the matter of Kelly Taylor. ' Additionally, he
moved that Cathy Reiniers-Day and Myk! Egan attend the
closed meeting because their presence in the closed meeting
was deemed necessary and would aid the Committee in its
deliberations.

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to approve Mr.
Taylor’s application for a pharmacist license contingent
upon his complying with certain terms and conditions.
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ANDREW NORRIS
License No. 0202-006294

Closed Meeting;:

Reconvene:

Decision: -

shall be vacated.

Page 2

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

Andrew Norris appeared to discuss allegations that he may
have violated certain laws and regulations governing the
practice of pharmacy as stated in the October 15, 2009,

Notice.

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

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to serve an
Order to reprimand Mr. Norris, impose a monetary penalty
and . require him to complete additional continuing
pharmacy education hours.

As provided by law, this decision shall become a final Order
thirty (30) days after service of such Order on Mr. Norris,
unless a written request is made to the Board requesting a
formal hearing on the allegations made against him is
received from Mr. Norris within such time. If service of the

‘Order is made by mail, three (3) additional days shall be

added to that period. Upon such timely request for a formal
hearing, the decision of this Special Conference Committee
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DOROTHY ELLINGTON
Registration No. 0230-012221

Closed Meeting;:

Reconvene:

Decision:

MICHELLE ROMATOWSKI
Registration No. 0230-010789

Closed Meeting;:

Page 3

Dorothy Ellington did not appear at the informal
conference. The committee chose to proceed in her absence
as the Notice was mailed to Ms. Ellington’s legal address of
record. The committee discussed that she may have
violated certain laws and regulations governing the practice
of pharmacy technicians as stated in the October 15, 2009,

Notice.

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee unanimously voted to convene a
closed meeting pursuant to § 2.2-3711.A(28) of the Code of
Virginia, (“Code”), for the purpose of deliberation to reach a

“decision in the matter of Dorothy Ellington. Additionally,

he moved that Cathy Reiniers-Day and Mykl Egan attend
the closed meeting because their presence in the closed
meeting was deemed necessary and would aid . the
Committee in its deliberations.

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to offer Ms.
Ellington a Consent Order for the revocation of her
pharmacy technician registration.  Additionally, they
requested that a Notice for a formal hearing be mailed to
Ms. Quintanilla with the Consent Order.

Michelle Romatowski did not appear at the informal
conference. The committee chose to proceed in her absence
as the Notice was mailed to Ms. Romatowski’s legal address
of record. The committee discussed that she may have
violated certain laws and regulaﬁons governing the practice
of pharmacy technicians as stated in the October 15, 2009,

Notice.

. Upon a motion by Mr. Beckner, and duly seconded by Mr.

Kozera, the Committee unanimously voted to convene a

- closed meeting pursuant to § 2.2-3711.A(28) of the Code of

Virginia, (“Code”), for the purpose of deliberation to reach a
decision in the matter of Michelle Romatowski.
Additionally, he moved that Cathy Reiniers-Day and Myk!
Egan attend the closed meeting because their presence in the
closed meeting was deemed necessary and would a1d the
Cornmittee in its deliberations. y B
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Reconvene:

Decision: .

NICHOLAS ARDUIN
License No. 0202-206213

Closed Meeting:

Reconvene:

Decision:

Page 4

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to offer Ms.
Romatowski a Consent Order for the revocation of her
pharmacy technician registration. = Additionally, they
requested that a Notice for a formal hearing be mailed to
Ms. Romatowski with the Consent Order.

Nicholas Arduin appeared with Johnathon Venzie, his
attorney, to discuss the allegations that he may have
violated certain laws and regulations governing the practice
of pharmacy as stated in the October 15, 2009, Notice.

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

deliberations.

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.

- Kozera, the Committee made certain Findings of Facts and

Conclusions of Law and unanimously voted to issue an
Order requiring Mr. Arduin to comply with his contract
with the Health Practitioner’s Monitoring Program.

As provided by law, this decision shall become a final Order .
thirty (30) days after service of such Order on Mr. Arduin,
unless a written request is made to the Board requesting a
formal hearing on the allegations made against him is
received from Mr. Arduin within such time. If service of the
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JAMES MITCHELL
License No. 0202-006713

Closed Meeting:

Reconvene:

Decision:

ADJOURN:
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Order is made by mail, three (3) additional days shall be
added to that period. Upon such timely request for a formal
hearing, the decision of this Special Conference Committee

_shall be vacated.

James Mitchell appeared with Stephen Forbes, his attorney,
to discuss the allegations that he may have violated certain
laws and regulations governing the practice of pharmacy as
stated in the May 4, 2009, Notice.

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

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

Upon a motion by Mr. Beckner, and duly seconded by Mr.
Kozera, the Committee made certain Findings of Facts and
Conclusions of Law and unanimously voted to issue an
Order to reprimand Mr. Mitchell and impose a monetary

_penalty.

With all business concluded, the meeting adjourned at 5:45
p-m.

Cathy M. Reiniers-Day
Deputy Executive Director

David C. Kozera, Chair

Date




Tuesday, December 1, 2009

DRAFT/UNAPPROVED

VIRGINIA BOARD OF PHARMACY
MINUTES OF TELEPHONE CONFERENCE CALL

Department of Health Professions
Perimeter Center

9960 Mayland Drive, Suite 300
Richmond, Virginia 23233-1463

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

TIME & PURPOSE:

PRESIDING:

MEMBERS PRESENT:

STAFF PRESENT:

POLL OF MEMBERS:

Pursuant to § 54.1-2400(13) of the Code of Virginia, a
telephone conference call of the Virginia Board of Pharmacy
was held at 8:40 a.m., on December 1, 2009, to consider the
summary suspension of the registration of Nancy P.
Copeland to practice as a pharmacy technician in the
Commonwealth of Virginia .

Brandon K. Yi, Vice-Chair

Gill Abernathy
John Beckner
Bobby Ison
Dave Kozera
Michael Stredler

Cathy M. Reiniers-Day, Deputy Executive Director
Eusebia Joyner, Disciplinary Program Specialist
Howard Casway, Senior Assistant Attorney General
Wayne Halbleib, Assistant Atforney General

Mykl Egan, DHP Adjudication Specialist

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 a possible
summary suspension case. The Board members stated that
they would not have been able to attend.

With six members participating and four members unable to
participate, it was established that a quorum could not have
been convened in a regular ineeting to consider this matter.
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NANCY P. COPELAND Mr. Halbleib presented a summary of the evidence in this

Registration No. 0230-010030 case.
Decision: Upon a motion by Mr. Beckner, duly seconded by Mr.

Kozera, the Board unanimously voted that with the evidence
presented, the practice as a pharmacy technician by Nancy
P. Copeland poses a substantial danger to the public; and
therefore, that the registration of Ms. Copeland to practice as
a pharmacy technician be summarily suspended; and that a
Consent Order be offered to Ms. Copeland for the revocation
of her registration in lieu of a hearing.

ADJOURN: With all business concluded, the conference call adjourned
at 8:50 a.m.

Cathy M. Reiniers-Day
Deputy Executive Director

Eusebia L. Joyner
Disciplinary Program Specialist

Brandon K. Yi, Vice-Chair

Date




Public Hearing

Drug Donation Program

In agenda package:
¢ Copy of proposed regulations
Board action:

e None required at this meeting




Project 1606 - Proposed
BOARD OF PHARMACY

Drug donation program

Part |
General Provisions

18VAC110-20-10. Definitions.

In addition to words and terms defined in §§ 54.1-3300 and 54.1-3401 of the Code of
Virginia, the following words and terms when used in this chapter shall have the
following meanings, unless the context clearly indicates otherwise:

“ACPE" means the Accreditation Council for Pharmacy Education.

"Acquisition” of an existing entity permitted, registered or licensed by the board
means (i) the purchase or transfer of all or substantially all of the assets of the entity or
of any corporation that owns or controls the entity; (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.

"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 fo be
adulterated or misbranded as defined in §§ 54.1-3461 and 54.1-3462 of the Code of
Virginia.

"Board” means the Virginia Board of Pharmacy.

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

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

"Chart order" means a lawful order for a drug or device entered on the chart or in a
medical record of a patient by a prescriber or his designated agent.

"Compliance packaging” means packaging for dispensed drugs which is comprised
of a series of containers for solid oral dosage forms and which is designed to assist the
user in administering or self-administering the drugs in accordance with directions for
use.

"Contact hour" means the amount of credit awarded for 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.
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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 transmission prescription" means any prescription, other than an oral or
written prescription or a prescription ftransmitted by facsimile machine, that is
electronically transmitted from a practitioner authorized to prescribe directly to a
pharmacy without interception or intervention from a third party, or from one pharmacy to
another pharmacy.

"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 {pharmacyy) in a hard copy form.

"FDA" means the United States Food and Drug Administration.

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

"Foreign school of pharmacy" means a school outside the United States and its
territories offering a course of study in basic sciences, 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 faisely created, falsely signed, or altered.

"FPGEC certificate” means the certificate given by the Foreign Pharmacy
Equivalency Committee of NABP that certifies that the holder of such certificate has
passed the Foreign Pharmacy Equivalency Examination and a credential review of
foreign training to establish educational equivalency to board approved schools of
pharmacy, and has passed approved examinations establishing proficiency in English.

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

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the
Code of Virginia or as defined in regulations by the Virginia Department of Health.

"Inactive license" means a license which is registered with the Commonweaith 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.

"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 contiguous or noncontiguous areas used for
the compounding, dispensing and storage of all Schedule Il 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 voiuntary examination and certification of
pharmacy technicians.

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

"Radiopharmaceutical" means any drug that exhibits 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.

"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” means a temperature maintained
thermostatically that encompasses the wusual 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.
18VAC110-20-400. Returning of drugs and devices.

A- Drugs may be accepted for return or exchange by any pharmacist or pharmacy for
resale in accordance with the provisions of § 54.1-3411.1 of the Code of Virginia.




Devices may be accepted for return or exchange provided the device is in the
manufacturer's original sealed packaging.
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18VAC110-20-740. Drug donation sites.
Any pharmacy with a current active pharmacy permit may apply on a form provided
by the board for registration as a drug donation site. A registered drug donation site may
receive eligible donated drugs, transfer such donated drugs to another registered drug
donation site, or redispense the donated drugs in accordance with § 54.1-3411.1 of the
Code of Virginia to patients of clinics organized_in whole or in part for the delivery of
health care services to the indigent. Drugs collected under the drug donation_program
may not be dispensed to any other patient, sold, or otherwise distributed except as
authorized in 18VAC110-20-770 or 18VAC110-20-790Q.
18VAC110-20-750. Eligible drugs.
A. Drugs may be accepted by a registered drug donation site _only if the following
criteria are met:
1. Official compendium storage requirements are assured and the drugs are in
manufacturers' original sealed containers or in_sealed individual dose or_ unit
dose packaging that meets official compendium Class A or B container
requirements, or better, as set forth in § 54.1-3411.1 A 2 of the Code of Virginia;
2. The drugs bear an expiration date that is not less than 90 days from the date
the drug is donated; and
3. The drugs have not been adulterated or misbranded.
B. The following drugs shall not be accepted by a drug donation site:
1. Schedule li-V controlled substances or any other drug if such return is
inconsistent with federal law;
2. Drugs determined to be hazardous for donation based on (i) the pharmacist's
professional judgment, experience or knowledge, or (i) available reference
materials;
3. Drugs that may only be dispensed to a patient registered with the drug
manufacturer under a restricted distribution system; and
4. Drugs that have been previously compounded.
18VAC110-20-760. Procedures for collecting eligible donated drugs.
A. A pharmacist or a pharmacy technician under the perscnal supervision of a
pharmacist shall receive and conduct the initial screening for eligibility of donated drugs.

B. At the time of accepting donated drugs, the drug donation site shall ensure that a
donor form is completed. The drug deonation site shall give a copy of the donor form {o
the person donating the drug at the fime of the donation and shall maintain the original




donor form. A donor form is not reguired for drugs donated by a patient residing in_a
long-term care facility or other facility where drugs are administered to that patient if the
drugs are donated directly to the provider pharmacy for that faciiity and such provider
pharmacy is reqgistered as a drug donation site.
C. A donor form shall include the following information:

1. A statement that the donor is the patient or patient's agent for whom the

prescription drug was dispensed;

2. A statement that the donor intends to voluntarily donate the prescription drug

for redispensing;

3. A statement attesting that the drugs have been properly stored at all times

while in the possession of the patient according fo official compendium storage

reguirements;

4. Contact information for the patient or patient’s agent;

5. The date of donation;

8. A listing of the donated drugs to include name, strength, and quantity;

7. A statement that private health information will be protected;

8. The signature of the patient or patient's agent; and

9. The initials of the receiving phamacist, or the initials of the receiving

pharmacy technician and supervising pharrmacist.

D. Donated prescription drugs shall be stored within the prescription department,

separate from other drug inventory.

E. Prior to transferring any donated drugs or redispensing donated drugs, a
pharmacist shall perform a final review of any donated drug for eligibility and shall
ensure that all the donor's patient specific information has been removed from previous

labeling or rendered unreadable.
F. A drug donation site may not charge a fee for collecting donated drugs.
18VAC110-20-770. Procedure for transferring donated prescription drugs.
A. A drug donation site may transfer eligible donated prescription drugs to another
drug donation site for the purpose of redispensing.
B. The transferring drug donation site shall provide a transfer record to the receiving
drug donation site that includes the following:
1. The names and addresses of the transferring site and the receiving site;
2. The name, strength, and quantity of each donated drug being fransferred; and

3. The date of transfer.

C. The original transfer record shall be maintained by the transferring drug donation
site,

D. A copy of the transfer record shali be provided to the receiving drug donation site,
the date of receipt shall be recorded on the copy, and it shall b&é maintained by the
receiving drug donation site.
18VAC110-20-780. Procedure for dispensing donated prescription drugs.

A. A drug donation site redispensing donated prescription drugs shall comply with
applicable federal and state laws and regulations for dispensing prescription drugs.

B. The pharmacy redispensing donated drugs shall not charge for cost of donated
drugs, but mav charge a dispensing or administrative fee for each such_ drug




redispensed, consistent with the provisions of subdivision 10 of § §4.1-3301 of the Code

of Virginia.

C. Recipients of a redispensed donated drug shall sign a form prior to receiving the
drug that includes a statement that the recipient understands that the drug received has
been donated for the purpose of redispensing pursuant to § 54.1-3411.1 of the Code of
Virginia. The drug donation site shall maintain_this form.

D. A drug donation site is under no obligation to cbfain a prescription drug that is not
in inventory at the time of a regquest for such drug.
18VAC110-20-790. Procedures for disposing of donated prescription drugs.

A. A drug donation site in possession of donated prescription drugs ineligible for
redispensing shall dispose of such drugs in compliance with 18VAC110-20-210.

B. A drug donation site shall maintain records_of disposal or transfer for disposal of
donated prescription drugs separately from other pharmacy disposal records.
18VAC110-20-800. Records.

A. All records required for drug donation programs_shall _be maintained
chronologically for two years.

B. Records and prescriptions related fo donated drugs shall _be maintained
separately from other pharmacy records.

C. Storage of records.

1. Transfer, dispensing, and disposal records may be stored in_an electronic
database or record.

2. Prescrintions and signed forms, as well as any other records, may be stored
as an electronic image that provides an exact, clearly legible image of the

document.
3. Records may be stored in secured storage, either on or offsite.

D. All records in offsite 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.

FORMS (18VAC110-20)
Application for Registration as a Pharmacy Intern (rev. 8/07).
Affidavit of Practical Experience, Pharmacy Intern (rev. 8/07).
Application for Licensure as a Pharmacist by Examination (rev. 8/07).
Instructions for Reinstating or Reactivating a Pharmacist License (rev. 11/07).
Application to Reinstate or Reactivate a Pharmacist License (rev. 11/07).
Application for Approval of a Continuing Education Program (rev. 8/07).
Application for Approval of ACPE Pharmacy School Course(s) for Continuing
Education Credit (rev. 4/09).
Application for License to Dispense Drugs (permitted physician) (rev. 8/07).
Application for a Pharmacy Permit (rev. 3/09).
Application for a Nonresident Pharmacy Registration (rev. 7/08).
Application for a Permit as a Medical Equipment Supplier (rev. 3/09).
Application for a Controlled Substances Registration Certificate (rev. 4/08).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College
of Pharmacy (rev. 8/07).

Closing of a Pharmacy (rev. 8/07).




Application for Approval of a Robotic Pharmacy System (rev. 8/07).

inspection Required for Approval of a Robotic Pharmacy System (rev. 8/07).

Application for Approval of an Innovative (Pilot) Program (rev. 8/07).

Pharmacy Technician Registration Instructions and Application (rev. 3/09).

instructions for Reinstating a Pharmacy Technician Registration (rev. 11/07).

Application to Reinstate a Pharmacy Technician Registration (rev. 11/07).

Application for Approval of a Pharmacy Technician Training Program (rev. 8/07).

Application for Registration for Volunteer Practice (rev. 8/07).

Sponsor Certification for Volunteer Registration (rev. 8/07}.

Preceptor Verification Form (rev. 8/07).

Application for Reinstatement of Registration as a Pharmacy Intern (eff. 9/07).

Affidavit for Limited-Use Pharmacy Technician (rev. 8/07).

Limited-Use Pharmacy Technician Registration Instructions and Application (rev.
7/08}.

Application for Registration as a Pharmacy Technician (eff. 3/09).

Registration for a Pharmacy to be a Collection Site for Donated Drugs (eff. 4/09).
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'rg";'iB":rd of Pharmacy | Action: Signing of automated dispensing devices in hospitais
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Adoption of Final Regulations

Standards of Conduct — Unprofessional Conduct

In agenda package:

o Comment on proposed regulations
e Proposed regulations

Board action:

o Consider and respond to comment
o Adopt final regulations as proposed or with amendments
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i NATIONAL ASSQCIATION OF
NFANGIB N AN DRUG STORES
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413 North Ter:Street
PO. Box 1447-D4%
Alexandria, Virgitita

22313-1480

(703) 549-3001
‘Tax (703) 836-4869

www.nacds.org

Qctober 30, 2009

Elizabeth Scott Russell, RPh
Executive Director

Virginia Board of Pharmacy
9960 Mayland Drive, Suite 300
Richmond, VA 23233-1463

via email: scotti.russell@dhp.virginia.gov

Dear Ms. Russell:
Re: Proposed Amendments to 18 VAC 110-20-25

On behalf of the approximately 990 chain pharmacies operating in the state of Virginia,
the National Association of Chain Drug Stores (NACDS) thanks you for the opportunity
to submit comments on the Virginia Board of Pharmacy’s (“Board”) proposed
amendments to18 VAC 110-20-25 pertaining to unprofessional conduct for pharmacists.
While we generally support the Board’s proposed rules for unprofessional conduct, we
are concerned with the inclusion of language under 18 VAC 110-20-25 (7) that would
require a pharmacist respond “appropriately” to a known dispensing error. For the
reasons discussed below, we respectfully urge the Board to delete this particular
provision from the proposed rule language prior to adoption.

18 VAC 110-20-25 (7) would specifically establish that “[f]ailing to appropriately

.respond to a known dispensing error in a manner that protects the health and safety of the

patient” would constitute unprofessional conduct under the regulation. Accordingly, any

pharmacist found to be in violation of this provision would be subject to disciplinary

action by the Board in accordance with Va. Code Ann, § 54.1-3316 (2). NACDS has the

following concerns with this standard:

> This would create a punitive approach for dispensing errors which runs contrary to
the overall aim of improving patient safety. Mandating gny response to a dispensing
error runs contrary to the overall goal of improved patient safety, especially when
failure to meet the standard will result in disciplinary action. According to the
Institute of Medicine (IOM) Report To Err is Human: Building a Safer Health System
{December 1999), for any quality improvement program to be successful, health care
providers who evaluate errors must feel safe to do their assessment in a non-punitive
environment. Success{ul patient safety programs depend on encouraging health care
providers to voluntarily discuss and learn from their mistakes. The language under 18
VAC 110-20-25 (7) would have a negative effect on patient safety activities.

> An “appropriate” response is a subjective standard. Tt is unclear what specifically
constitutes an “appropriate” response under the proposed rule. We assume that the
Board drafted the proposed rule in a manner so as not to prescribe a specific course of
action following a dispensing error and to instead allow individuals to determine the
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proper response depending on the particular situation. While we agree that flexibility
in this area is crucial to the success of any pharmacy patient safety program, we are
concerned that this vague mandate could compel pharmacists to somehow respond to
even the most minor errors (such as those which were caught before they left the
pharmacy and would therefore have no impact on patient safety) for fear of being
subject to disciplinary action. '

Chain pharmacy is committed to patient safety and to continuously improving the quality
of the pharmacy services we provide. Many of our members have already voluntarily
implemented patient safety initiatives to meet this aim. Because we are concemed that
the proposed language under 18 VAC 110-20-25 (7) may hinder these efforts, NACDS
asks that board to delete this language from the proposed rule:

The following practices shall constitute unprofessioﬂal conduct within the
meaning of § 54.1-3316 of the Code of Virginia:

NACDS thanks the Board for considering our comments on this matter. Please do not
hesitate to contact us if we can provide further assistance. I can be reached by phone at
703-837-4195 or via e-mail at sguckian@nacds.org.

Sincerely,

Damyk z:(muam)

Sandra Kay Guckian, M.SYR.Ph.
Vice President and Deputy Director, State Government Affairs
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Standards of conduct

18VAC110-20-25, Unprofessional conduct.

The following practices shall constitute unprofessional conduct within the meaning of

& 54.1-3316 of the Code of Virginia:

1. Failing to comply with provisions of § 32.1-127.1:03 of the Code of Virginia

related to the confidentiality and disclosure of patient records or related to

provision of patient records to_another practitioner or to the patient or his

personal representative;

2. Willfully or negligently breaching the confidentiality of a patient unless

otherwise required or permitted by applicable law;

3. Failing to maintain confidentiality of information received from the Prescription

Monitoring Program, obtaining such information for reasons other than fo assist

in determining the validity of a prescription to be filled, or misusing information

received from the program;

4. Engaging in disruptive or abusive behavior in a pharmacy or other health care

setting that interferes with _patient care or could reasonably be expected to

adversely impact the quality of care rendered to a patient;

5. Engaging or attempting to_engage in_a relationship with a patient that

constitutes a professional boundary violation in which the practitioner uses his

professional position_to take advantage of the vulnerability of a patient or his

family, including but not limited to sexual misconduct with a patient or a member




of his family or other conduct that resuits or could result in personal gain at the

expense of the patient;

6. Failing to maintain_adequate safeguards against diversion of controlled

substances;

7. Failing to appropriately respond to a known dispensing emror in a manner that

protects the health and safety of the patient;

8. Delegating a task within the practice of pharmacy to a person who is not

adequately trained to perform such a task;

9. Failing by the PIC to ensure that pharmacy interns and pharmacy technicians

working in the pharmacy are registered and that such reqistration is current; or

10. Failing to exercise professional _judgment in determining whether a

prescription meets requirements of law before dispensing.
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Department of Health Professions
2010 Session of the General Assembly

Draft Legislation

A bill to amend §§ 54.1-3448 and 54.1-3454 of the Code of Virginia to add tapentadol to Schedule IT and
lacosamide to Schedule V in conformity with recent federal scheduling changes.

Be in enacted by the General Assembly:
1. That §§ 54.1-3448 and 54.1-3454 of the Code of Virginia are amended and reenacted as follows:

§ 54.1-3448. Schedule I1.

The controlled substances listed in this section are included in Schedule IT:

1. Any of the following substances, except those narcotic drugs listed in other schedules, whether produced directly
or indirectly by extraction from substances of vegetable origin, or independently by means of chemical synthesis, or
by combination of extraction and chemical synthesis:

Opium and opiate, and any salt, compound, derivative, or preparation of opium or opiate, excluding apomorphine,
thebaine-derived butorphanol, dextrorphan, nalbuphine, nalmefene, naloxone nalirexone and their respective salts,
but including the following:

Raw opium;

Opium extracts;

Opium fluid extracts;

Powdered opium;

Granulated opium;

Tincture of opium;

Codeine;

Dihydroetorphine;

Ethylmorphine;

Etorphine hydrochloride;

Hydrocodone;

Hydromorphone;

Metopon;




Oripavine (3-O-demethylthebaine or 6,7,8,14-tetradehydro-4, 5-alpha-epoxy-6-methoxy-17-methylmorphinan-3-
ob);

Morphine;
Oxycodone;
Oxymorphone;
Thebaine.

Any salt, compound, isomer, derivative, or preparation thereof which is chemically equivalent or identical with any
of the substances referred to in this subdivision, but not including the isoquinoline alkaloids of opium.

Opium poppy and poppy straw.
Coca leaves and any salt, compound, derivative, or preparation of coca leaves, and any sait, compound, derivative,
or preparation thereof which is chemically equivalent or identical with any of these substances, but not including

decocainized coca leaves or extractions which do not contain cocaine or ecgonine; cocaine or any salt or isomer
thereof.

Concentrate of poppy straw, the crude extract of poppy straw in either liquid, solid or powder form, which contains
the phenanthrene alkaloids of the opium poppy.

2. Any of the following opiates, including their isomers, esters, ethers, salts, and salts of isomers, whenever the
existence of these isomers, esters, ethers and salts is possible within the specific chemical designation:

Alfentanil;

Alphaprodine;

Anileridine;

Bezitramide;

Bulk dextropropoxyphene (nondosage forms);
Carfentanil;

Dihydrocodeine;

Diphenoxylate;

Fentanyl;

Isomethadone;

Levo-alphacetylmethadol (levo-alpha-acetylmethadol)

(levomethadyl acetate} (LAAM);

Levomethorphan; 7 {3




Levorphanol;

Metazocine;

Methadone;

Methadone - Intermediate, 4-cyano-2-dimethylamino-4, 4-diphenyl butane;
Moramide - Intermediate, 2-methyl-3-morpholino-1, 1-diphenyl-propane-carboxylicacid;
Pethidine (other name: meperidine);

Pethidine - Intermediate - A, 4-cyano-1-methyl-4-phenylpiperidine;
Pethidine - Intermediate - B, ethyl-4-phenylpiperidine-4-carboxylate;
Pethidine - Intermediate - C, 1-methyl-4-phenylpiperidine-4-carboxylic acid;
Phenazocine;

Pimmodine;

Racemethorphan;

Racemorphan;

Remifentaml;

Sufentanil;

Tapentadol.

3. Any material, compound, mixture or preparation which contains any quantity of the following substances having
a potential for abuse associated with a stimulant effect on the central nervous systen:

Amphetamine, its salts, optical isomers, and salts of its optical isomers;

Phenmetrazine and its salts;

Any substance which contains any quantity of methamphetamine, including its salts, isomers, and salts of 1somers;
Methylphenidate;

Lisdexamfetamine, its salts, isomers, and salts of its isomers.

4. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances having a depressant effect on the central
nervous system, including its salts, isomers, and salts of isomers whenever the existence of such salts, isomers, and
salts of isomers is possible within the specific chemical designation:

Amobarbital;

Glutethimide;




Secobarbital;

Pentobarbital;

Phencyelidine.

5. The following hallucinogenic substance:

Nabilorne.

6. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances which are immediate precursors to
amphetamine and methamphetamine or phencychdine:

Phenylacetone;

i-phenyicyclohexylamine;

1-piperidinocyclohexanecarbonitrile (other name: PCC).

§ 54.1-3454. Schedule V.

The controlled substances listed in this section are included in Schedule V:

1. Any compound, mixture, or preparation containing limited quantities of any of the following narcotic drugs,
which also contains one or more nonnarcotic active medicinal ingredients in sufficient proportion to confer upon
the compound, mixture, or preparation, valuable medicinal qualities other than those possessed by the narcotic drug
alone:

Not more than 200 milligrams of codeine, or any of its salts, per 100 milliliters or per 100 grams;

Not more than 100 milligrams of dihydrocodeine, or any of its salts, per 100 milliliters or per 100 grams;

Not more than 100 milligrams of ethylmorphine, or any of its salts, per 100 milliliters or per 100 grams;

Not more than 2.5 milligrams of diphenoxylate and not less than 25 micrograms of atropine sulfate per dosage unit;

Not more than 100 milligrams of opium per 100 milliliters or per 100 grams;

Not more than 0.5 milligrams of difenoxin and not less than 25 micrograms of atropine sulfate per dosage unit.

The Board may except by regulation any compound, mixture or preparation containing any depressant substance
listed in subdivision 1 from the application of all or any part of this chapter and such substances so excepted may be
dispensed pursuant to § 54.1-3416.

2. Unless specifically excepted or listed in another schedule, any material, compound, mixture, or preparation
which contains any quantity of the following substances having a stimulant effect on the central nervous system,

including its salts, isomers, and salts of isomers:

Pyrovalerone.




3. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or
preparation that contains any quantity of the following substances having a depressant effect on the central nervous

system, including its salts:
Lacosamide [(R)-2-acetoamido-N-benzyl-3-methoxy-propionamide/,

Pregabalin [(S)-3-(aminomethyl)-5-methylhexanoic acid].




