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OFFICE
150 RCCKDALE ROAD
FOLLANSBEE, WEST VA 28037
304.527.1270

SECRETARY
C. HERBERT TRAUBERT

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, Auditcrium of Basic Science Addition,
Medical Center, Morgantown, West Virginla for the purpose of
taking evidence pertaining to the filing of proposed
Parenteral/Enteral Compounding Regulations, Article 11 cof 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 30, 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 Rocad, Follanshee,

West Virginia 26037 or in person not later than September 10,
18984 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 requests
that parties wishing to comment make an effort to submit written
copies of their comments in order to facilitate review of said
comments.

The issues to be heard shall be limited to the actual
information contained in the proposed and abovementioned regu-
lations. Coples of the regulations may be cbtained from the
address heretofore appearing or by telephoning 304-527-1270.
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C. Herbert Traubert, Secretary
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JULY 12, 1984
STATEMENT OF FACT

The West Virginia Board of Pharmacy, at a special meeting held in
Nashville, Ténnessee, on Anril 28, 1984, has concluded that due to
the scone of increasing smnecialization in all health nrofessions, new
roles has evolved for the nrermaration of intravenous, narenteral/
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 commound marenteral
enteral nrenparations nrenared outside of the existing environment for
home care delivery. This Becard is resnonding to an increased demand
for services for which there are no nresent guidelines or regulations.
1.V, admixturers for sterile nremarations for narenteral/enteral
therany nrescribed for nutrition, jejunostomy feeding, cytotoxic and
or antineonlastic, anti-infective and analgesic agents. Such nren=-
arations necessitate the comnounding and dismcnsing 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 microbiasl contamination.
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GFFISE OF EST VIRGINIA

SECAETARY OF STAIL
PROPOSED RULES AND REGULATIONS

FOR
"PARENTERAL/ENTERAL COMPOUNDING"
FOR THE

WEST VIRGINIA BOARD OF PHARMACY

Pursuant to 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 1l. Regulation Governing Pharmacy Permits.
(1) Pharmacy Permits and Annual Registration.

Pharmacies or drug stores opening for business must
{irst 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 l1st day of July of each vyear.

(2) Applications for Permits.

The Board of Pharmacy shall require and provide for the
annual registration of every pharmacy or drug store, as defined,
doing business in this state. Any persecn, 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 coperation
of a drug store and pharmacy.




{a} The application for such permit shall be made on a
form prescribed and furnished by the Board of Pharmacy, which
when properly exocuted, shall indicate the owner, manager, trustee,
lessee, receiver, or cother person or persons desiring such permit,
as well as the location of such pharmecy or drug store, including
street and number, the name and registration number of the pharm-
acist-in-charge, the names and registration numbers of all other
pharmacists providing pharmaceutical services and the times when
the pharmacy or drug store is open for service. Said applications
should be delivered to the Secretary by the 15th day of June to

allow matriculation.

(b} Separate applications shall be made and separate
permits shall be issued for each pharmacy or drug store.

{c} Any pharmacy or drug store cperating mere than
twelve hours a day will be required to operate with not less
than two registered pharmacists.

(d) All pharmacies or drug stores, as defined, must
have on file a recent edition of the United States Pharmacopoeia
and the National Formulary, or other publications embodying
these texts, and alsc shall have such egquipment, as may be
required to render such service as public needs may dictate,
or the proper protection of the public health may indicate. The
minimum Board reguirements arce found in Articles 12 and 13
of these regulations.

(e) Each initial application for a permit shall Lbe
accompanied by the reguired fee of One Hundred Fifty Dollars
($150.00). The fee for renewal of such permit shall be
Seventy-Five Dollars ($75.00) annually.

(£) (1) A pharmacv 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 fupctions. This
pharmacy practice facilitates the utilization of certain institu-
ticnal therapecutic measures
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. by patients in the home environment or by natients in an institutionm
enivironment where suclhi nharmacy service is unavallable, Pharimacy services
' And parenteral/enteral nroducts nrovided by a narenteral/enterai com=
mOUNding nharmacy nursuant to nmrescrintion, as defined In Ch. 30-o-1 (6),

shall be limited to the comnounding and/or disnensing of:

All sterile nrenarations for narenteral therany, and narenteral
nutrition, Inciuding but not limited to

{a) Sterile nreparations {for jejunostony feeding and sterile irrigati
solutions, and/or

(b} Sterile nrenarations of narenteral cytotoxic, antineomlastic,
antl-inlective and analpesic avents,

Any nharmacy, nrior to enpaging in narenteral/enteral comnounding,
shall obtain a sarenteral/enteral comnounding nermit as nrovided herein,

(2) Phannacy Environment

(1) The compounding and disrensing of sterile rarenteral/enteral
nrescrintion mrenaratlons shall bhe accomnilshed In a nharmacy environment
wubJect to the nharmacy mermit laws O this state and In accordance wWith
those requirements for the sate handiloe ol drugs., The env]ronment for
this nractice shall be set armart, and desipned, and equinned to lacillitate
controlled asentlc conditions., Asentlc techniques shall mrevall in 8
nractlce to minimlze the nodsibil Lty of microbial contamlination,

(3) General Requirements

{a) Parenteral/enteral compounding shall be under the control and
sunervistion ol a licensed nharmnaclst, who shall be deslgnated mharmaclist
manaper on the annlication for g narenteral/enteral comnounding mermit,
The rhatmacist manaver or other licensed qualilied nharmaclst as nrovided
horeln shall De nmresent on duty during all hours Of nroGUCE nrenaratlon.
Chanees Tn nharmaclst manager shall De renorted to the Board ol Pharmacy
ciTice withIn 10 davs by the pormit holder and mharmacist manager of
record, A nharmaclst manarer ol a parenteral /enteral comnoundlng nharmacy

shall not he desTenated rharmacst manarer ol record ol more than one
muenteral/enteral comnounding nharmacy,

(b) A nharmacy engaged in narenteral/enteral comrmounding shall
nrovide snecial handling and nackaping ol comnounded narenteral and enteral
nrenarations when delivering {rom the nharmacy to the natlient or instlt-
ution as reguired to maintain stability of the nremarations. ALl such
nrenarat tons shall Include time and/or date of exriration,on the label
and _contrel number subcannounds, A parenteral/enteral comnoundling
~harmacy shall nrovide telenliotte nccessibLIItY tO 1ts nharmacist Lor its
~itlents at all hours.

. Y.




(c) A natient profile shall be maintained for each natient, Said
nrofile must contain available medical intormation consistent with pre=

valling nharmacy stundards,

(d) A Policy and Procedure Manual shall be prenared and rmiint%L&Ld
at each narenteral/onteral cammounding nharmacy, and be available tor
Inanection by authorized agents of the Board ol Pharmacy and the Depart-
ment. The Pullcy and Procedure Manual shall set forth in detail the
objectlives and operational guldelines of the pennittee., It shall include
a Quality Assurance Program which monitors personnel qualifications,
training and nerformance, equinment facilities, and randan nroduct
samn] ing consistent with recumnended standards lor commounding and
nensineg intravenous adimixtures and a counrehicnsive natient drug nro
and other narenteral medication as set lorth by the Joint Comnissi
Accreditation ol Hosmtais, tho Natlonal Cuorafuuting Commlttee ang

Large Volume Parenterals, and as_ provided by the West Virginia Board of
Bi CY. 1he manual shall De malntajned 1n current status, A C of .
the Pollicy and Procedure Manual shall be provided to the board OF 5&!’!!:‘(3
when aprniying for a nermit,

(e) Additional requirements are necessary for the storage, compoundin
dismensing, and discarding Of cytotoxlc auvents, The nharmacy :»F.ﬂﬁ-
nrovide nrotection tor 1ty nersonnel involved In the handiing of cytotoxic
avents by utilizing the nroner cqguirment and having a senarate Policy
and Procedure Manual tor saitd avents, The manual shall {dentily, but

not pe limitea to the Lollwawinge speclal nrocedures s

e All comnounding should be conducted within a certified vertical
laminar aar flow hood,  Tyeae A or B VIAP hood used should he dependent
umon the volume of work anticlaatod,

2, Protective parb (loves, face and eye, and powns) shall be
provided and used.

V. Proper asentic nrocedures must be used at all times to nrevent
bacterial contamination of the nroduct an Well as cnemical contamination
of the onerator,

G AlD unused drug and material used in the rrenaration of cytotoxic
auents must be disnosed ol nronerly Tn accordiince witn accerted nro=-
Tesstonal standards and annllcuble Taw,

(1) An annlicant for a narenteral/enteral comnounding rharmacy nermit
shull srovide the Bonrd of Pharmiacy with the Tollowing :

1. Canpleted Board of Pharmacy permit annlication £6rm.<

2, Cony of Policy and Procedure Manual,

(4) Minimum Requirements for Space, Fquinrment, Sunmnlies and Publicati.

La) To ensure campliance with the pencral requirements as set forth,
the followinmye mintiun requirements 1or sndco, oquUiniicnt, sSunnlles ang
nublicatlons shall be met Dy o nliarmacy wiilell oncrates under the snecial

lp-




rermit of a marenteral/enteral comnounding nharmacy. These requirements
ate In addition to the minimum regulreients {or snace and equinment
Tequired of other tynes ol nhurmmacies when annlicable., The minimum
mermit requirements are set forth as follows:

(b) Srace:

1. The area for preparing sterile nrescrintions as nrovided for
{n this rule relerred to as the sterlile adulxture roan shall be set
anart lTrom general work and storage areas, Jhe room shall be adeguately

air conditioned or under noslbtive nressurc.

2, The-sterile admixture room shall nrovide space for a mini{mum
of one laminar fiow hood. Additionally, the space shall he ol adequate
Slze to accomnodate other equlnment as nrovided herein and sullilclient
snuce to allow pharmacists and other emnloyees worklng thereln to
sdocuately, salely, and accurately Tullll1 thelr dutles related to

Prescrintlions.

3. Compounding and disnensing of oyvtotoxic apents should be nerforme:
in_an arca separvate Trom the arca used to prepare other sterile solutions,
The use of a vertical laminar [Low hood Is required In the nrenaration
Ol cytotoxlce arents, A sLnk aid ranning water shall he nrovided Tor in
the sterile admlxture sSpace Yoo,

(¢) Equinment:

1. Laminar Air Flow Hood(s).

A. Vertical

2. Refriverator/freever.

3, Sink and wash area (as orovided in (1) () above},

4, Anpronriate waste containers for:

a.  Used needles and syringes

b, All cytotoxic waste fneluding disnosal annarel used in
the nrenaration act,

(d) Surnlies:

1., Gloves, sks and powns,
o -
2. Disposable needles and syrinees of various standard sizes,

J. Disinfectant cleaniuy agents,

4o Clean towels,

5., Liguid handwashing materials with bhactericidal nronerties,

-5




6, Vacuum contulners and various triansfer sets,

7. "Snill kits" for cytotoxic agent spills,

(&) Current Relerences:

1. United States Phannacopia and National Formulary.

2. Handbook of Inlectable Drugzs by American Society of Hospltal
Pharmacistys, -

3. Procedures for Handling Cytotoxic Drugs by Anerican Sociaty of
Hospita] PHarmucists, L1NC.

Date Submitteg Ocbober 2, 1984

Signeture of Person Authorizing t?%%,Flllng
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October 2, 1984

Minutes of the Bcard of Pharmacy on September 25, 1984
with the quorum present and following the public hearing on
Sceptember 24, on Parenteral/Enteral Compounding proposed reg-

ulations.

The West Virginia Beard of Pharmacy on the above date
discussed all of the comments and suggestions by interested
parties attending the public hearing on Parenteral/Enteral
Compounding. After a lengthy discussion on these comments,
the fellowing motion was made, Mr, Barker moved that the pro-
pesed rules and regulations on Parenteral/Enteral Compounding
be approved, and be submitted to tha Legislature and Rule
Making Committee and also be filed with the Secretary of State.
The ecffcctive date of this proposed rule shall be November 11,
1984. Motion was seconded by Mr. Sam Kapourales. Motion was

unanimously approved.

@, eded” T /////z“%:«%

C. Herbert Traubert, Secretary

BOARD MEMBERS

. VERNON G, MEADOWS, CHARLESTON
GUY N LANG, MOGREFIELD SAM KAPOURALES. WILLIAMSON LAWRENCE BARKER, DUNBAR
JOHN P PLUMMER, FAIRMONT C. HERBERT TRAUBERT, FOLLANSBLE CHARLES 5ILLIMAN. MOCREFIELD
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WEST VIRGINIA

OFFICE
150 RCCKDALE RDAD

FOLLANSBEE, WEST VA. 26037 B { _@g SECRETARY
304-527-1270 oa o a.'tma.cy C. HERBERT TRAUBERT

Cctober 2, 1884

A. James Manchin
Secretary of State
State Capitol Building
Charleston, WV 25305

RE: Proposed rules and
regulations for Parenteral/

Enteral Compounding
Dear Mr, Manchin:

Pursuant to Chapter 2%A, Article 3 of the West Virginia
Code of 1931, as amended, the West Virginia Board of Pharmacy
is hereby submitting the following:

1. 2&n original and two copies of a draft of proposed

rules and regulations governing Parenteral/Enteral Com-
pounding.

2. An original and two copies of a notice of public
hearing on the proposed rules and regulations, filed on 7-24-84.

3. An original and two copies of lnformatlon for State
Register Filing.

= =
g =
Please do not hesitate to contact me if you need 8B &
further assistance. Please return a copy properly sza%%@d TE f
filed, = oA T
o= s 1]
Yours wvery truly, L O |
e =
==
£, T TkeitlecTl
=
C. Herbert Traubert =
Secretary
CHT:dp
Enc. - -
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