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NOTICE OF PUBLIC HEARING

Pursuant to Section five, Article three, Chapter
twenty-nine-A of the Code of West Virginia, one thousand nine
hundred thirty-one, as amended, the West Virginia State Board
of Pharmacy shall convene a public hearing at 10:00.@a.m. on
September 24, 1984, Auditorium of Basic Science Addition,
Medical Center, Morgantown, West Virginia for the purpose of
taking evidence pertaining to the filing of proposed
Parenteral/Enteral Compounding Regulations, Article 11 of the
ammended regulations, Series 1. The proposed regulation is
exactly the same as the document which was promulgated as
Emergency Rules and Regulations on April 36, 1984.

Any citizen or other interested party may appear in
person to present evidence. Any citizen or other interested
party may submit written evidence to the West Virginia State
Board of Pharmacy by mail to 150 Rockdale Road, Follanshkee,

West Virginia 26037 or in person not later than September 10,
1984 at 4:30 p. m. All written comments will be made part of
the public record of comments received and will be considered

as a part of the public hearing. The Board of Pharmacy reguests
that parties wishing to comment make an effort to submit written
copies of their comments in order to facilitate review of saild
comments.

The issues to be heard shall be limited to the actual
information contained in the proposed and abovementioned regu-
lations. Copies of the regulations may be obtained from the
address heretofore appearing or by telephoning 304-527-1270.
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"PARENTERAL/ENTERAL COMPOUNDING"

WEST VIRGINIA BOARD OF PHARMACY

Pursuant t¢ Chapter 29-A-3-5; procedures for pro-
mulgation; definitions.

Therefore, pursuant to Chapter 30, Article 5, Section
19, the Board of Pharmacy proposes the adoption of the following
regulations and hereby amends Article 11 of the regulations
- Regulation Governing Pharmacy Permits, Section 2 - Application
for Permits.

ARTICLE 11. Regulation Governing Pharmacy Permits.
(1) Pharmacy Permits and Annual Registration.

Pharmacies or drug stores opening for business must
first secure a permit and be registered with the Board of Pharmacy
before they may lawfully conduct a pharmacy or drug store. The
annual registration for renewal of permits shall be effective on
the 1st day of July of each year.

(2) Applications for Permits.

The Board of Pharmacy shall reguire and provide for the
annual registration of every pharmacy or drug store, as defined,
doing business in this state. Any person, firm, corporation or
copartnership desiring to operate, maintain, open or establish a
pharmacy or drug store, as defined, in this state, shall apply to
the Board of Pharmacy for a permit to do so. Every such place of
business so registered shall be under the direct charge of a
registered pharmacist and operate in compliance with the general
provisions governing the practice of pharmacy and the operation
of a drug store and pharmacy.

(1) A pharmacy engaged in the practice of parenteral/
enteral compounding shall comply with the following regulations:

(a) A parenteral/enteral compounding pharmacy is a type
of special pharmacy which is limited in scope of pharmacy practice
to render parenteral/enteral compounding functions. This pharmacy
practice facilitates the utilization of certain institutional
therapeutic measures




by patients in the home environment or by natients in an Ingtitutional
environment where such nharmacy service 1S unavailable, Pharmacy services
and parenteral/enteral nroducts nrovided Dy a narenteral/enteral com-
moundine nharmacy nursuant to nrescrintion, as defined in Ch. 30-5=-1 (6},
Shall be limited to the comnounding and/or disnensing of:

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

(a) Sterile nremarations for jejuncstomy feeding and sterile irrigation
solutions, and/or

(b) Sterile nrenarations of narenteral cytotoxic, antineonlastic,
anti-intective and analgeslc agents,

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

(2) Pharmacy Envircnment

(a) The compounding and disnensing of sterile narenteral /enteral
nrescrintion nremarations snall be accomnlished 1n a nharmacy environment
subject Lo the nharmacy nermit laws OL thils state and in accordance with
Those requlrements for the sale handling ob drugs. The environment for
this nractice shall be set anart, and designed, and eguinned to facilitate
controlled asentic conditions. Asentic techniques shall nrevail in this
mractice to minimize the mossibility ol microbilal contamination,

(3) General Requirements

(a) Parenteral/enteral compounding shall be under the control and
sunmervision oL a licensed n~narmacist, who shail be designated nharmacist
manager on the amnlication tor a narenteral/enteral compounding nermit.
The mharmacist manacer or other licensed qualilied nharmacist as nrovided
herein shall De nresent on duty during all hours of nroduct nrenaration.
Chanmes 1n nharmaclst manager snall be remorted to the Board of Pharmac
Ollice within 10 davs by the permit holder and nharmaclst manager of
rocord. A nharmaclst manager oL a parenteral/enteral comnoundlng nharmacy
shall not be designated nnarmacist manayer ol record of more than one
~arenteral/enteral comnounding nharmacy.

(b) A nharmacy engaged in narenteral/enteral comnounding shall
nrovide smecial handling and nackaging ol comnounded narentera! and enteral
~Terarations when delivering Lrom the nharmacy to the natient or instit-
ution as required to maintain stapiiity ol the nremarations. All such
~renarations shall include time and/or date of exniration,on the label
and control number subcomnounds. A marenteral/enteral comnounding
~harmacy shall nrovide telemnone accessibllity to I1ts nharmacist for its
natlents at all hours.




(c) A natient profile shall be maintained for each natient. 8Said
nrofile must contaln avallable medical information consistent with pre-

valling nharmacy standards,

(d) A Policy and Procedure Manual shall be sremared and maintained
at each narenteral/enteral comnounding nharmacy, and be available for
inSnecfion_Ey authorized ggents of the Board ol Pharmacy and the Depart-
ment. The Policy and Procedure Manual shall set forth in detail the
objectives and operational gculidelines of the permittee, It shall include
a Quality Assurance Program which monitors personnel qualifications,
training and neriormance, equinment facilities, and random nroduct
samnling consistent with recommended standards for commounding and dis-
nénsing intravenous admlxtures 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, Ihe manusl shall be maintained inl current status., A copy of
the Policy and Procedure WManual shall be provided to the Board of Pharmacy
when apnlyving for a nermit.

{e) Additional requirements are necessary for the storage, compounding,
dismensing, and discarding of cytotoxlc agents, 1The nharmacy shall
nrovide nrotection tor its mersonnel involved In the handling of cvtotoxic
agents by utilizing the nromer equlinment and having a Senarate Pollcy
and Procedure Manual lor said agents. The manual shall 1dentily, but
not be limited to the following speclal nrocedures:

le All comnounding should be conducted within a certified vertical
laminar air flow hood. Tyne A or B VLAP hood used should be dependent
unon the volume ol work anticilmated.

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 ol the nroduct as well as chemical contamination
ol the onerator.

4, All unused drug and material used in the nrenaration of cytotoxic
agents must be dlsnosed OL nromerly in accordance wWith accented npro-
fessional stundards and annlicable law,

( £) An annlicant for a rarenteral/enteral comrounding nharmacy nermit
shall nrovide the Board of Pharmacy with the following:

l, Completed Board of Pharmacy permit annlication f£6rm.”

2, Cony of Policy and Procedure Manual,

(4) Minimum Requirements for Space, Equipment, Sunplies and Publication:

'(a) To ensure compliance with the general requirements as set forth,
the following minimum requirements for snace, equimment, supnlies and
nubiicatlions shall be met by 2 pharmacy which Onerates under the special




mermit of & marenteral/enteral comnounding nharmacy. These requirements
are 10 addition to the minimum requirements for smpace and equinment
required of other tynmes of nharmacies when annlicable. The minimum
mermit requirements are set forth as tollows:

(b} Snace!:

1. The area for nreparing sterile nrescrintions as nrovided for
in this rule referred to as the sterlle admixture room sSnall be Set
amart irom general work and storage areas. JThe room shall be adequately
a1r conditioned or under nosifive nressure,

2. The sterile admixture room shall provide srace for a minimum
of one laminar flow hood. Additionally, the space shall be of adequate
size to accommodate other equinment as nrovided herein and suiticilent
snace to allow pharmacists and other emnloyees working therein to
adequately, safely, and accurately tullill their dutles related to

nrescrintions.,

3. Compounding and disnensing of cytotoxic agents should be nerformed
in an area separate irom the area used Lo prepare other sterile solutions,
The use ol a vertlical laminar Llow hood is required in the nremaration
ol cytotoxlc avents. A sink and running water shall be nrovided Lor in

the sterille admixture space room,

(¢) Equipment:

1, Laminar Air Flow Hood(s).

a, Vertical

. Refrigerator/freezer.

Sink and wash area (as nrovided in (1) (c) above),

(W8] ]
-

Annronriate waste containers for:

L~
]

a. Used needles and syringes

b, All cvtotoxic waste including disposal armnarel used in
the nreparation act,

{d) Sunnlies:

1. Gloves, masks and zowWwns.

- )

-
Disposable necedles and syringes of various standard sizes.

. Disinfectant cleaning agents.

2
3
4, Clean towels,
]

Liguid handwashing materials with bactericidal properties.




6, Vacuum containers and various transfer sets.

7. '""Spill kits' for cytotoxic agent spills,

(a) Current References:

1, United States Pharmacopia and National Formulary.

2. Handbook of Injectable Drugs by American Society of Hospital
Pharmaclsts.

3, Procedures for Handling Cytotoxic Drugs by American Society of
Hospital Pharmacists, Inc,
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