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The Honorable A, James Manchin
Secretary of State

State Canitol Building
Charleston, WV 25305

Re: Promulgation of Emergency Rules and Regulations for
the Board of Pharmacy

Deatr Mr, Manchin:

Enclosed aré three copies of the Rules and Regulations of the
Board of Pharmacy which we are requesting that you promulgate as
emergency rules and regulations nursuant to the West Virginia Ad-
ministrative Procedures Act, Chapter 29A, Article 3, Section 15 of
the West Virginiz Code of 1931, as amended.

The Board has already comnlied with the provisions of Code
29A-3-15 and have filed fifteen conies of the rules and the required
statement with the Legislative Rule Making Committee.

The expiration date of these emergency rules will be in full
force and effect for the 180 days following the filing of the rules
in the State Register. _

Your cooperation in this matter will be greatly appreciated,
Please do not hesitate to contact me if I cante of further assistance.

Herbert Traubert

HT:dp Secretary
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STATEMENT OF FACT

The West Virginia Board of Pharmacy, at & special meeting held in
Nashville, Tennessee, on Anril 28, 1984, has concluded that due to
the scone of increasing sneclalization in all health professicns, new
roles has evolved for the nrermaration of intravenous, marenteral/
enteral nrograms in community nharmacies throughout West Virginia.
Home health care requires new regulations for the immediate nreservation
of the nublic's health, safety or welfare to comnound narenteral/
enteral nrenarations nrenared outside of the existing environment for
home care delivery. This Board is resnonding to an increased demand
for services for which there are no nresent guidelines or regulations.
I.V. admixturers for sterile nrenarations for marenteral/enteral
therany nrescribed for nutrition, jejunostomy feeding, cytotoxic and
or antineonlastic, anti~infective and analgesic agents. Such nren-
arations necessitate the comnounding and disnensing of narenteral/
enteral nrescrintions within an environment which is semarate and
distinct from the entities in the comnounding area so designed to
facilitate controlled asentic conditions to minimize the nossibility
of microbial contamination.
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PRCOMULGATION OF EMERGENCY RULES AND REGULATIONS
FOR THE
WEST VIRGINIA BOARD OF PHARMACY

Pursuant to Chapter 29A-3-15 emergency legislative rules; nrocedures
for nromulgation; definitions.

The West Virginia Board of Pharmacy hereby finds an emergency exists
that require rules be promulgated due to the fact that the statutes,
rules and regulations of this Board do not encomnass the comnounding of
marenteral/enteral nrenarations nrenared for outside of the existing
environment for home care delivery of sterile nremarations of nrescrintions
nrescribed by a licensed nractitioner for narenteral/enteral therany in
a community nharmacy.

Therefore, nursuant to Chanter 30, Article 5, Section 19, the Board
has adonted on Anril 28, 1984, the following emergency regulation entitled
"Parenteral/Enteral Compounding', and hereby amends Article 11 of the
regulations - Regulation Governing Pharmacy Permits, Section 2 - Apnlication
for Permits,

ARTICLE 1l. Regulation Governing Pharmacy Permits.

(1) Pharmacy Permits and Annual Registration,

Pharmacies or drug stores opening for business must first secure a
nermit and be registered with the Board of Pharmacy before they may law-
fully conduct a pharmacy or drug store. The annual registration for
renewal of nermits shall be effective on the lst day of July of each
year. '

(2) Arnlications for Permits.

The Board of Pharmacy shall require and provide for the annual
registration of every nharmacy or drug store, as defined, doing business
in this state. Any nerson, firm, cornoration or conartnershin desiring
to onerate, malntain, onen or establish a nharmacy or drug store, as
defined, in this state, shall anmnly to the Board of Pharmacy for a permit
to do so., Every such nlace of business so registered shall be under the
direct charge of a registered nharmaclist and onerate in commliance with
the general nrovisions governing the nractice of nharmacy and the
oneration of a drug store and nharmacy, *

(1) A nharmacy engaged in the practice of narenteral/enteral com~
rnounding shall comnly witn the following regulations:

(a) A narenteral/enteral comnounding pharmacy is a tyne of snecial
~nharmacy which 1s limited in scone 0f nharmacy nractice to render
narenteral/enteral commounding functions., This nharmacy nractice
facilitates the utilization of certaln institutional therameuUbic measures

FILED IN THE OFFiCE oF
A. JAMES MANCHIN

SECRETARY OF STATE

THIS DATE_ S - /5 - F

Administra+ioa aw o “ﬁ-“ox{r




by patients in the home environment or by natients in an institutional

environmenkt where such mharmacy service is unavailable, Pharmacv services
and parenteral/enteral nroducts nrovided by a narenteral/enteral com-
HOUnNding ~narmacy nursuant £o prescrintion, as defined in Ch. 30-5-1 (6),
Sshall be limited to the comnounding and/or dismensing of:

All sterile nrenmarations for narenteral therany, and narenteral
nutrition, including but not limited to

(a) Sterile preparations for jejunostomy feeding and sterile irrigation
solutions, and/or

(b) Sterile mrenarations of narenteral cytotoxic, antinecnlastic,
anti-infective and analgesic agents,

Any nharmacy, nrior to engaging in marenteral/enteral commounding,
shall obtain a narenteral/enteral commounding nermit as nrovided herein.

(2) Pharmacy Environment

(a) The compounding and dismensing of sterile nmarenteral/enteral
nrescrintion nremarations shall be accomnlished in a nharmacy environment
subject to the nharmacy nermit laws of this state and 1n accordance with
those requirements for the safe handling of drugs. The environment for
this nractice shall be set anart, and designed, and eguinned to Tacllitate
controlied asentic conditions., Asentic technigues shall nrevail in this
nractice to minlmizZe the nossibillity of microbial contamination.

{3) General Requirements

(a) Parenteral/enteral compounding shall be under the control and
sunervision of a licensed nharmacist, who shall be designated nharmacist
manager on the annlication fer a narenteral/enteral comnounding mermit,
The nharmacist manager or other licensed gualitfied nharmacist as nrovided
herein shall be nresent on duty during all hours of nroduct nreparation.
Changes in mharmaclst manager shall be remorted to the Board of Pharmacy
office within 10 days by the permit holder and nharmacist manager oI
record. A nnarmacist manager oL a parenteral/enteral comnounding pnarmacy
shall not be desicnated pharmacist manager of record of more than one
narenteral/enteral compounding nharmacy.

b

{(b) A nharmacy engaged in narenteral/enteral comnounding shall
nrovide smecial handlineg and nmackaging of comnounded narenteral and enteral
nrenarations when delivering Irom the nharmacy to the natlent or instit-
ution as required to maintain stability of the prenmarations. All such
nrenarations shall include time and/or date of exniration.on the label
and control number subcomnounds., A narenteral/enteral comnounding
nharmacy shall nrovide telenhone accessibility to 1ts mharmacist for its
matlents at all hours.




(c) A natient profile shall be maintained for each patient. Said
nrofile must contaln available medical information consistent with pre-

vailing nharmacy standards.

(d) A Policy and Procedure Manual shall be premared and maintained
at each narenteral/enteral compounding nharmacy, and be available for
insnection by authorized agents of the Board of Pharmacy and tne Depart-
ment. The Policy and Procedure Manual shall set forth in detail the
objectives and operational guidelines of the nermittee. It shnall include
a Quality Assurance Program which monitors personmel qualifications,
training and nerformance, equimment facilitles, and random nroduct
samnling consistent With recommended Standards For compounding and dis-
nensing intravencus admixtures and a comnrehensive natient drug nrofile
and other narenteral medication as set fOrth by the Joint Commission on
Accreditation of Hosnitals, the National Coordinating Committee and
Large Volume Parenterals, and as provided by the West Virginia Board of
Pharmacy, The manual shall be maintained in current status. A COPV OF
the Policy and Procedure Manual shall be provided Lo the Board of Pharmacy
when apnlying for a permit.

(e) Additional requirements are necessary for the storage, compounding,
disnensing, and discarding of cytotoxic agents. THe nharmacy snall
nrovide protection for Its rersomnel involved in the handling of cytotoxic
agents by utilizing the nroner equirment and Having & cenarate Policy
and Procedure Manual for salid agents, The manual shall identily, but
not be limited to the follaving special nrocedures s

1, All compounding should be conducted within & certified vertical
laminar air fiow hood, Tyme A or B VLAP hood used should be dependent
unon the volume of work anticipated.

2. Protective garb (gloves, face and eve, and gowns) shall be
provided and used.

3. Proper asentic nrocedures must be used at all times to nrevent
bacterial contamination of the nroduct as well as chemical contamination
0of the operator.

4. All unused drug and material used in the nrenaration of cytotoxic
agents must be disnosed of nronerly in accordance with accented nro-
ressiocnal standards and annlicable Law.

(f) An annlicant for a marenteral/enteral comnounding nharmacy nermit
shall provide the Board of Pharmacy with the following:

1. Completed Board of Pharmacy permit anmnlication férm.”

2. Cony of Policy and Procedure Manual.

(4) Minimum Requirements for Space, Equinpment, Sumnlies and Publications

{(a) Tg ensure compliance with the general reguirements as set forth,
the f0119w1ng MiNiMUm recgulrements Lor space, ecUinpment, supplies and
nublications shall be met by a nharmacy which operates under thne snecial
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rermit 0f a narenteral/enteral ccampounding nharmacy. These reguirements
are in addition to the minimum regulrements fcr sSmace ancd equipment
required of other tynes of pharmacies when applicable, The minimum
nermilt requirements are set forth as follows:

(b) Snace:

1, The area for nreparing sterile nrescriptlons as nrovided for
in this rule referred to as the sterile admixture room shall be set
anart Irom general work and storagze areas,., The room shail be adequately
air conditioned or under nositive nressure.

2. The sterile admixture roem shall provide space for a minimum
of one laminar flow hood. Additionally, the space shall be of adeguate
size to accommodate other equinment as provided herein and sufficient
sSmace to allow nharmaclsts and other employees working therein to
adequately, safely, and accurately ftulfill their duties related to
nrescriptions.

3., Compounding and dismensing of cvtotoxic agents should be nerformed
in an area separate from the area used to nrepare other sterile solutions,
The use of a vertical laminar flow hood is recuired in the preparation
of cvtotoxic agents. A Sink and running water shall oe nrovided for in
the sterile admixture space roodm.

(¢) Equipment :

l. Laminar Air Flow Hood{(s).

a, Vertical

2. Refricerator/freezer.

3. Sink and wash area (as provided in (1) (¢) above).

4. Anpronriate waste contsiners for:

a2, Used needles gnd syringes

b. All cytotoxic waste incdluding disposal annarel used in
the premaration act,

(d) Sunnlies:

1. Gloves, masks and gowns.

-~
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2. Disposable needles and svringes of various standard sizes.

3. Disinfectant cleaning agents.

4. Clean towels.,

5., Licguid handwashing materials with bactericidal properties.




6.

Vacuum containers and various transfer sets.

7

""Spill kits' for cytotoxic agent spills.

(e)

Current References:

1.

United States Pharmacopia and National Formulary.

2,

Handbook of Injectable Drugs by American Society of Hospital

Pharmacists.

3.

Procedures for Handling Cytotoxic Drugs by American Society of

Hospital Pharmacists, Inc.,
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