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JULY 12, 1984
STATEMENT OF FACT

The West Virginia Board of Pharmacy, at a special meeting held in
Nashville, Teénnessee, on Anril 28, 1984, has concluded that due to
the scone of increasing smecialization in all health nrofessions, new
roles has evolved for the nrenaration of intravenous, narenteral/
enteral nrograms in community nharmacies throughout West Virginisa.
Home health care requires new regulations for the immediate nreservatiom
of the nublic's heaith, safety or welfare to comnound narenteral
enteral nrenarations nrenared outside of the existing environment for
home care delivery. This Board is resnonding to an ilncreased demand -
for services for which there are no nresent guildelines or regulations.
1.V. admixturers for sterile nrenarations for narenteral/enteral
therarny nrescribed for nutrition, jejunostomy feeding, cytotoxic and
or antineonlastic, anti~infective and analgesic agents, Such nren-
arations necessitate the comnounding and disncnsing of narenteral/
enteral nrescrintions within an environment which 18 separate and
distinct from the entities in the comnounding area so designed to
facilitate contrclled asentic conditions to minimize the mossibility
of microbial contamination.

FILED IN THE OFFICE GF
A. JAMES MANCH:.

SECRETARY OF STATE
THIS DATE ;7'— gﬁ’fﬁ

Administrative Law Division




AMENDMENT TO PARENTERAL/ENTERAL RULES

(£) (1} Anv-A- pharmacy engaged in the practice ¢f parenteral/
enteral compounding shall comply with the following
regulations:

{2} A parenteral/enteral compounding pharmacy is a type
of special pharmacy which is limited in scope of pharmacy practice
to render parenteral/enteral compounding functicns. This pharmacy
practice facilitates the utilization of certain institutional
therapeutic measures by patients in the home environment or by
patients in an institutieonal environment where such pharmacy service
is unaveailable or by patients in a hospital. Pharmacy services and
parenteral/enteral products provided by a parenteral/enteral com-
pounding pharmacy pursuant to prescription, as defined in Chapter
30-5-1 (&}, shall be limited to the compounding and/or dispensing
of: o _ o
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PROPCSED LEGISLATIVE RULE ANALYSIS

Agency: Board of Pharmacy
Rule: Parenteral/Enteral Compounding; Chapter 30-5, Series I (1984)
Abstract
These are new additions to an existing rule. The proposed
sections deal with the licensing of pharmacies which wish to
conduct parenteral/enteral compounding functions. . Proposed
operational standards and reguired egquipment are included.
Parenteral/Enteral compounding is the preparation of solutions
£o be used for the treatment of disease, by way of injection, or
intravenous (I.V.) methods. The solutions are used for direct
feeding into the intestine, irrigation solutions, antibiotic
solutions, anti-cancer sclutions, analgesic sclutions, ete.
These rules are intended to regulate this service of pharmacies
which provide these soclutions for use outside of the hospital
such as through home health agencies.
Authority
Code 30-5-19 reads. as feollows:
"The board of pharmacy shall make such rules and. regulations,
not inconsistent with law, as necessary to carry out the
purposes and enforce the provisions of this article and is
hereby authorized to revoke any permit or license issued
under the provisions of this article at any time when
examination or inspection of the pharmacy or drugstore

shall disclose that such place of business is. not being
conducted according to law.'




. Pertinent Dates
Filed for Public Hearing: July 24, 1984
Date of Public Hearing: September 24, 1584
FPiled following Hearing: Octobexr 2, 1984
Filed with LRMRC: October 4, 1384
Filed as Emergency Rule:fMay ]5;]932”
Refiled as Emergency Rule: gy . 2,J68L

Analvsis
Proposed._rule does not follow Secretary of State's format.
References will be to page numbers and subsections.
Page 2 (Z) requires a pharmacy engaged in this service to

comply with the rules.

{(a) Defines a "parenteral/enteral compcunding pharmacy"
. as a "special pharmacy which is limited in scope of pharmacy
practice to render" such service.

NB-1l: It is unclear based on this definiticn if a
general pharmacy which wishes to alsc provide
this service would fall unéder this definition.
What is meant by "limited scope"? Do hospital
pharmacies providing this service to in-patients
only, have to meet these standards as well as
hospital pharmacies providing this service to
out~patients? If not, why not? Who this rule
applies to must be clarified.

Page 3 (2} Pharmacy Equipment - reguires the location within
the pharmacy used for compounding be set apart, designed and
equipped to facilitate aseptic conditions.

Page 3 (3) (a) reguires control and supervision of a licensed
pharmacist at all times.

. Page 3 (3) (b) reguires "special handling" when delivering




the preparaticons to the patient to "maintain stability of the
Y

preparations? and that the pharmacist must be accessible by

phone for the patient "at all houxs”™.

NB-2:

Page 4 (c¢) and (d) covers record.keeping.

Page 4

No detail of what constitutes ®special handling”.

Alsc, what problems may bé expected when reguiring
24-hour telephone service to the .pharmacist.

(e) and (f} presents equipment and cperational standards

and the reguirement to obtain a permit for this service.

Page 5 continues with eguipment reguirements.

NB-31:

Staff

The space and eguipment requirements include, a space -
"set apart from the general Work or storage areas";
Lzminar Air Flow Hoods, separate sinks and running
water, etc. The attached fiscal note does nct

mention the cost involved for a pharmacy to meet

these standards. One comment at hearing believed

them to be excessive. Also does "space set apart"
mean the area be enclosed by walls or just "over

there somewhere".

Staff Comments

sought comments from the presidents of both the WV

Society of Hospital Pharmacists and the WV Pharmaceutical
Association. . The Society had not comment at this time and nc
response from the Association has been received at this time.
Neither had received notice of the hearing.




PROPOSED RULES AND REGULATIONS

FOR
"PARENTERAL/ENTERAL COMPOUNDING"  FILED IN THE OFFICE of
A. JAMES MA
FOR THE SECRETARYOFﬁr,:JTEH IN

WEST VIRGINIA BOARD OF PHARMACY 1HISDA - =P
Administrative Law Division

Pursuant to Chapter 23-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 lst day of July cof sach year.

(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 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 operatiocn
of a drug steore 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 instituticnal
therapeutic measures




by patients in the home environment or by natients in an institutional
environment wnere such nharmacy service 1s unavallable, Pharmacy services
and parenteral/enteral mroducts nrovided by a narenteral/enteral com-
nounding nharmacy nursuant to nrescrintilion, as deifined in Ch. 30-5-T1 (6),
shall be limited to the compounding and/or dispensing of:

All sterile nrenarastions for narenteral theranvy, and narenteral
nutrition, including but not limited to

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

(b) Sterile nrenarations of marenteral cytotoxic, antineonlastic,
anti-infective and analgesic agents,

Any rharmacy, nrior to engaging in narenteral/enteral comnounding,
shall obtain a narenteral/entera!l comnounding nermit as nrovided herein.

(2) Pharmacy Environment

(a) The compounding and disrensing of sterile narenteral/enteral
nrescrintion nrenarations shall be accomnlished In a nharmacy environment
subject to the nharmacy nermit laws of thls state and 1n accordance with
those requirements for the safe hancdline of drugs. 1hHe environment for
this nractlice shall be set anart, and designed, and equinmned tO facllitate
contrelled asemtic conditions, Asentic techniques snall mrevall 1n LALS
nractlce to minimlze the nossibilility ol microblal contamination.

{3) General Requirements

(2) Parenteral/enteral compounding shall be under the control and
surervision ot a licensed nharmaclst, who shall be deslgnated nnarmacist
manager on the ammlication for 2 narenteral/enteral comnounding nermit.
The rharmacist manager or other licensed qualilied nharmacist as nrovided
herein shall be rnresent on duty quring all hours Of mroduct mrenaration.
Changes 1n rharmaclst manager shall be rencrted to the Board OF PhArmacy
citice within 10 days by the permit nholder and nharmAcist manager ofF
record, A nharmacist manager ol a marcnteral/enteral comnounding nnarmacy
shall not be designated nharmaclst manager ol record ol more Ehan one
narenteral/enteral comnounding nharmacy.

{b) A rharmacv engaged in narenteral/enteral commounding shaill
nrovide smeclal handling anc nackaglng oL comnounded narenteral ang enteral
nrengrations when delivering from the nharmacy to the nmatlent OrF 1nstite
ution as required to maintaln stability ol the nremarations. ALl such
nrenarations shall include time and/cr date oOf exmiration.on the label
and control number subcomnounds. A narenteral/enteral COmnOUNGLINg
nharmacy shall nrovide telenhone accessibility to its nharmacist for its
natients at all hours,
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(c) A natient nrofile shell be maintained for each matient, Said
nrofile must contain avallable medical Inftormation consistent with pre-

vailing nharmacy standards.

(d) A Pelicy and Procedure Manual shall be prenared and maintained
at each narenteral/enteral comnounding nharmacy, and be available for
insmection by authorized agents of the Board ol Pharmacy and the Depart-
ment, JThe Policy and Procedure Manual shall set forth in detail the
objlectives and operational guldelines of the permittee., It snall include
a Quality Assurance Program which monitors personnel qualifications,

tralning and nerformance, equinment iacilitles, and random nroduct
samniling consistent with recommended standards Lor compoundingz and dis-
nensing intravencus admixtures and & comprenensive natient drug nrotiie
and oOther marenteral medicatlon as set Lorth by the JOint Lommission on
Accreditation of Hosniltals, the Natilional Coordinating Committee and

Large Volume Parenterals, and as provided'By the West Virginia Board of
Pha rmac The manual shall be maintained in current status. A co of
the Policy and Procedure Manual shall be provided to the Board OF Pﬁarmaqz

when apnlving for a nermit.

{e) Additional recuirements are necessary for the storage, compounding,
dismensing, &nd ciscarding ol cytotoxic agents. 1The nharmacy shall

nrovide nrotection tor its mersonnel involved in tne handling of cytotoxic
arents by utillizing the nroner equinrment and having a senarate Policy

and Procedure Manual for said agents. 1he manual shall identiliy, but

not be limited to the tollowing speclal nrocedures:

1. All compounding should be conducted within a certified vertical
laminar air flow howl. Tyne A or B VLAP hood used should be dependent

umorl the volume obf work anticipate

2, Protective garb (eloves, face and eve, and gowns) shall be
srovided 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 omerator.

4, All unused drug and material used in the mremaration of cytotoxic
agents must be dlsposed of nronerly 1In accordance with accented pro-

tessional standards and annlicable law.

() Ap anmlicant for a narenteral/enteral comnounding rharmacy nermit
shall nrovide the Board oif Pharmacy with the following:

1, Completed Board of Pharmacy permit annlication férm.”

2, Cony of Policy and Procedure Manual,

(4) Minimum Requirements for Space, Equinment, Sumnlies and Publication;

{a) To enisure compllance with the general requlrements as set forth,
the following minimum requirements [Or sSpace, equirment, sSupplLics and

~ublications shall be met Oy a nharmacy which omerates under the speciail
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rermit of a marenteral/enteral compounding pharmacy. These requirements

are 1n addition to the minimum reguilirements for space and equinment
required of other tynes oI nharmacies when anplicable, The minimum
mermit requirements are set forth as tollows:

(b) Snace:

1, The area for prenmaring sterile nrescrintions as provided for
in this rule referrecd to as the sterile admixture room shall be set
anart from general work and storage areas. JIne room snall be adequately
air conditlioned Or under nositive nressure.

2. The sterile admixture room shall nrovide space for a minimum
of one laminar flow hood., Additionally, the space shall be of adequate
size to accommodate other equinment as nrovided herein and sufficient
snace to allow pharmacists anc other emnloyees working therein to
adequately, sately, and accurately fulfill Cheir duties related to

Nrescrintlons.,

3. Compounding and disnensing of cvtotoxic agents should be performed

in an area separate ifrom the area used to nreonare other sterile SOIL‘ItiOﬂS.

The use of a vertical laminar flow hood 1s required in the nrenaration
ol cvtotoxic agents, A sink and running watcr shall be nrovided for 1in

the sterlle admixture space roam.

(¢) Eaquipment:

1, Laminar Air Flow Hood(s).

a. Vertical

2. Refrigerator/freezer.

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

4. Amnronriate waste containers for:

a. Used needles and syringes

b. All cytotoxic waste including disnosal anmarel used in
the nrenaration act,

{(d) Sunnlies:

l, Gloves, masks and gowns.

-
~ o

-
Disposable needles and syringes of variocus standard sizes.

. Disinfectant cleaning agents.

2
3
4. Clean towels.
5

Liquid handwashing materials with bactericidal nromerties.




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 Hosnital

Pharmacilsts,

3. Procedures for Handling Cytotoxic Drugs by American Society of

Hospital Pharmaclsts. INC.

Date Submitted __ 741+ 12 1982 [‘7 J
Signature of Person Authorizing this Filing | '/(7'1)077,"%/ 24

Ausherd™
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H. B, ___ 1604
(By Delegate C&f??t, _ _“ _ _ )
(Introduced_ March 6, 1985 ; _ referred to the
Committee on_the Judiciary ‘ _ . I
v TR T i R o e i D e ot ol i T et ek LA . -3

A BILL to amend article two, chapter sixty-four of the code

of West Virginia, one thousand nine hundred thirty-one,

- as aménded, by adding thereto a new section, designated

section thirty (five){nineteen), relating to auﬁhorizing

e _the board of pharmacy to'promulgate legislative rules
relating to parenteral/enteral compeunding.

Be it enacted by the Legislature of West Virginia:

That article two, chapter sixty-four of the code of West
Virginia, one thousand nine hundredrthirty—one, as amended,
be amended by adding thereto a new section, designated
section thirty (five)(nineteen), to read as‘fpllows:

ARTICLE 2, EXECUTIVE AGENCY AUTHORIZATION TO PROMULGATE

LEGISLATIVE RULES.

§64-2-30(5)(19). Board of pharmacy.

The legislative rules f£iled in the state register on the

" second .day of __ October, one thousand nine hundred

eighty-four, modified by the board of pharmacy te meet the

1LOY
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objecticons o©of the 1€§i51atiV? r§1g~mqking ;evigw:gommittee
and refiled in the state ;egisté: on the ﬁinthr day of
Japuary, one thousand nine huhdréd eightyffive! relating to
the board of pharmacy (parenteral/enteral ‘compounding) are

authorized.‘ . Lo I

NOTE: The purpose of this bill is to éughorize the board
¢f pharmacy to promulgate legislative  rules relating to
parenteral/énteral compounding. o '

This section 1is new; therefore, strike-throughs and
underscoring have been omitted. '
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SENATE BILL NO.395
(By Mr. R. Williams
U - e )
[Introduced _March 6, 1985
referred to the Committee _on Health apd Human Resources;
then to the Committee on_the Judiciary . 1

A BILL to amend article two, chapter sixty-four of the code

of West Virginia, one thousand nine hundred thirty-one,
as amended, by adding theretc a new section, designated
section thirty (five)(nineteen), relating to authorizing
the board of pharmacy to'promulgate legislative rules ' B

relating to parenteral/enteral compounding.

Be it enacted by the Legislature of West Virginia:

That article two, chapter sixty-four of the code of West

Virginia, one thousand nine hundred thirty-one, as amended,
be amended by adding thereto a new section, designated
section thirty (five)(nineteen), to read as follows:

ARTICLE 2. EXECUTIVE AGENCY AUTHORIZATION TO PROMULGATE

LEGISLATIVE RULES.

§64-2-30(5)(19). Board of pharmacy.

The legislative rules filed in the state register on the

‘second day of Octcber, one thousand nine hundred : -

eighty-four, modified by the board of pharmacy to meet the
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objections of the legislative rule-making review committee
and refiled in the state register on the ninth day of
January, one'thouéand nine hundred eighty-five, relating to
the board@ of pharmacy (parenteral/enteral compounding) are

authorized.

NOTE: The purpose of thig bill is to authorize the board
of pharmacy to premulgate legislative rules reiating te
parenteral/enteral compcunding. = : : -

This section 1s mnew; therefore, strike~throughs and
underscoring have been omitted., )




OFFICE
150 ROCKDALE ROAD
FOLLANSBEE, WEST VA. 26037
304-527.1270 - B

July 12, 1984

Honorable A. Jamesg Manchin
Secretary of State

Capitel Building
Charlestcon, WV 25305

Dear Mr. Manchin:

Pursuant to provisions contained in Chapter 29%9-3,
Article 3, of the West Virginia Code of 1831, as amended,
the West Virginia "Board of Pharmacy 1s hereby submitting
three copies of. the NOTICE OF PUBLIC HEARING and a draft of
the proposed rules and regulaticons governing PARENTERAL/ENTERAL
COMPOUNDING REGULATIONS, Article 11 of the amended regulations,
Series 1.

We are alsc enclcsing a STATEMENT OF FACT and STATE
REGISTER FILING as reguired by law.

Plegse do net hesitate to contact me if I can be of
any further assistance cor if further information is required
by your cffice.

FILED IN THE OFFICE OF Yours very truly,
A. JAMES MANCHIN ,
SECRETARY OF STATE C] s M %/&uge/zf’
THIS DAT ﬁV C. Herbert Traubert, Secretary

Administrative Law Division
WEST VIRGINIZA BOARD OF PHARMACY

CHT:s1lm
Enclosures
BOARD MEMBERS
VERNON G. MEADOWS, CHARLESTON
GUY N. LANG, MOOREFIELD SAM KAPOURALES, WILLIAMSCN LAWRENCE BARKER, DUNBAR

SECRETARY
C. HERBERT TRAUBERT

JOHN P, PLUMMER, FAIRMONT C. HERBERT TRAUBERT. FOLLANSBEE CHARLES SILLIMAN, MOOREFIELD




Title:

Section

WEST VIRGINIA LEGISLATIVE RULE
BOARD QF PHARMACY -
CHAPTIER 30-5
SERIES I

Rulegs and Regulations'of the Board of Pharmacy

i, Genersl

2. Definitions

3. General Provisions

4. Internship; Reguiremenits for Certificate

5. Licensure and Annual Renewal; Reguirement for

6. Reciprocity; Regilstration ¢f Pharmacists from Other States

7. Proceedings for Suspension or Revocation of Ticense or
Registraticn; Effective Suspension or Revocaticn; Trans-
cript; Report _

8. Review by Circuit Court and Supreme Court of Board's
Refusal to Issue Suspensicn or Revocation of License or
Registration

8. Refilling Prescriptions

10. Prohibitions on Resale

11, Drug Product Selection Regulations

12. Regulation Governing Pharmacy Permits

13. Professional and Technical Equipment

14. _gSanitary Regulation of Pharmacies

15. Sale of Drugs by Mechanical Devices; Sharing Compensation

1. Rules of Profezsional Conduct

17. Pharmacist Consultants and Coordinators of Pharmaceutical
Services :
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WES?-¥ER€§N§£}LEGISLATIVE RULE

BOARD COF PHARMACY

SERIES & /

Title: _Rules and Regulations of the Bocard ¢f Pharmacy

Section 1. General

1.1 Scops - The West Virginia Code, Chapter 30, Article 5,
Section 19 et sseguence mandates that the Board of Pharmacy shall make
such rules and regulations, not inconsistent with law, as necessary,
to carry cut the purposes and enforce the provisions of this article.

1.2 ZAuthority - Chapter 30, Article 5, Section 19 of the
West Virginia Code of 1931 as amended.

1.3 Filing Date - lLecembex 2873982 Jove /5 /97 ¢
1.4 Effective Date - Deecsmber 28+2382 Jowe /5,/3F5

1.5 Repeal of Former Rule -~ This repeals rules filed previously.

Section 2. . DPefinitlons - The following words and phrases as used in
these rules and regulatlons shall have the following meanings, unless
the context otherwlise reguires:

2.1 The term "drug” means (a}) substances recognized as drugs
in the official "United States Pharmaccpoeia, official Homeopathic
Pharmaccpeceia of the United States, or official National Formulary,™
or any supplement to any of them; (b) substances intended for use in
the diagnosis, cure, mitigation, treatment, or prevention of disease
in man or animals; {(¢) substances (other than food) intended to affect
the structure or any functien of the body of man or animals; and (d)
substances intended for uss as a component of any article specified
in ¢lauses {a), (), or (¢} of this subdivisicon. It does not include
devices or thelr components, parts, or accessorizss.

2.2 The term "polsonous drug" means any drug likely to be
destructive to adult human life in guantities of five grains or less.

2.3 The term "deleterious drug" means any drug likely to be
destructive to adult human life in guantities of sixty grains or less.
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2.4 The term “"habit-forming drug" means any drug which has
been or may be designated as habit-forming under the regulations prom-
ulgated in accordance with Section 502 (d) of the Federal Food, Drug
and Cosmetic Act of June 25, 1938, or any amendmsnts, revisions, alter-
ations, additions or modifications thereof. :

2.5 T'"Patent or Proprietary Preparation" means a medicinal
preparation which is intended for use in the cure, mitigation, treat-
ment or prevention of disease in man or other animal pursuant to self-
diagnosis; when the same i1s Identified by and scld under a trademark,
trade name or other trade symbol, privately owned or rsgistered with
the U.S. Patent Office; which preparation is so0id in the original and
uncpened package of the manufacturer or primary distributor; which
preparation in itself is not poisonous; which preparation is sold or
offered for sale and is advertised for sale to the general public by
the manufacturer or primary distributor; which preparaticn mesets all
of the reguirements of the Federal Food, Drug and Cosmetic Act 1938
as amended and the laws of the State of West Virginia and regulations
promulgated under either of these; and the labeling of which prepara-
tion does not contairn the legend, "Caution: Federal Law prohibits
dispensing without prescription" or any other legend or statement of
like import.

Drugs and medicinal preparations considered not saie for self-
medication under the Food, Drug and Cosmetic Act 1938 as amended are
defined as "dangerocus drugs" and shall be used only under the super-
vision and on the prescription of a licensed medical practitioner.

2.6 "Controlled substance” means a drug, substance, or Ilmmed-
iate precursor in Schedule I through V of Article 2 of Chanter 604,
West Virginia Code, (Uniform Controlled Substances Act).

2.7 The term "prescripticn” shall be held to mean an crder
for drugs or medicines or combinations or mixtures therecf, written
or signed by a duly licensed physician, an authorized Type A physician
assistant at the direction of his or her supervising physician in
accordance with the provisgsions of Section Sixteen, Article Three of
this chapter, dentist, optometrist, as authorized by Section Two,
Article EZight of this chapter, veterinarian or other medical practit-
ioner-licensed to write prescriptions intended for the treatment or
prevention of disease of man or animals. Any prescription written ox
gsigned by an authorized Type A physician assistant shall be printed
with the name of his or her supervising physician, the name of the
phvsician assistant, and a list of drugs approved under the Type A
phvsician assistant’'s job description, in accordance with the provision
of Section Sixteen, Article Three of this chapter. The term "pre-
scription® shall alsoc include orders for drugs or medicines or com-
binations or mixtures thereof trangmitted to the pharmacist by word
of mouth, telephone or other means of communication by a duly licensed
phyvsician, an authorized Type A physician assistant, dentist, optometrist,

page 2
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veterinarian or other medical practiticner licensed to write prescript-
ions intended for treatment or prevention of disease of man or animals
and such prescriptions received by word of mouth, telephone or other
means of communication shall be recorded in writing by the pharmacist
and the record so made by the pharmacist shall constitute the original
prescription to be filed by the pharmacist. A pharmacist receiving a
prescription by word of mouth, telephone or other means of communication
from an authorized Type A physician assistant shall regquire a copy of
the -list of drugs approved under the job description of such Type A
physician assistant prior to accepting such orders. ALl such descrivt--
ions shall be preserved on file for a period of five years, subject

to inspection by the proper officer of the law. The above shall apply
except for narcotic prescriptions, when all narcotic laws and regulations
must be complied with.

2.8 The term "cosmetic" which shall be held to include "dent-
rifice" and "toilet articles”, means (a) articles intended to be
rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise
applied to the human body, or any part thereof for cleansing, beau-
tifying, promoting attractiveness, or altering the appearance, and
(b} articies intended for use as a component of any such articles,
except that such term shall not include soap.

2.9 The term "pharmacy" or "drug store" or "apothecary" shall
be held to mean any place where the practice of pharmacy is conducted
and shall include every store or shop or other place (including, but
not limited to, rest homes, nursing homes, hospitals, orphanages,
clinics, homes for the aged, and governmental agencies or institutions
(a) where drugs are administered, dispensed or compounded by or pur-
suant to the orders of a duly licensed medical practitioner in the
course of professional practice, or where drugs are sold at retail, or
displayed for sale at retail, or (k) where appropriate licensed
practitioners' prescriptions are compounded, or ({(¢) which has upon it
or displayved within it, or affixed to or used in connection with it,
a2 sign bearing the word or words "pharmacy", "pharxmacist", "apothecary®,
"drug store", "drugs", "druggist', "medicine”, "medicine store",

"drug sundries"”, "remedies" or any word or words of similar or like o
import, or {(d) any store or shop or. other pilace, with respect to which
any of the above words are used in any advertisement.

2.10 The "practice of pharmacy" is the practice concerned
with the preparing, compounding and dispensing of drugs, medicines,
and medical supplies used in the diagnosis, treatment, or prevention
of diseage, whether compounded or dispensed on the prescription of a
medical practitioner, or otherwise legally dispensed or sold, and
shall include the proper and safe storage, the maintenance of proper
records, and the dissemination of information concerning the thera-
peutic values and uses of such drugs and medicines.
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2.11 "Dispensing” is that aspect of the practice of pharmacy
which is concerned with the processing and handling of prescription
orders of a licensed medical practitioner, including the delivery of
the prescribed medication to the patient with consultation.

"Pharmaceutical dispensing"” shall not be construed to include
the prescribing and administering of controliled substances as is in-
cluded under the general definition of "dispensing” controlled sub-
stances found in 2Arxticle 2, Chapter 60A cof the Uniform Controlled
Substances Act.

2.12 "Pharmacist" or "Druggist" means any person registered
and/or licensed by the West Virginia Board of Pharmacy to practice the
profession of Pharmacy in the State of West Virginia, and whose license
is in good standing. ) ' )

2,13 "Rssistant Pharmacist" meansg any perscon licensed by the
West Virginia Board of Pharmacy to practice the profession o©f pharmacy
as an Assistant Pharmacist, whose license was issued prior to January
1, 1939, and which is in good standing.

2.14 "Medical Practitioner” means an individual phvsician.,
dentist, veterinarian, podiatrist, osteopath, or other practitioner
duly licensed to practice in this state by the appropriate professional
licensing board and to prescribe drugs necessary in the course of
professional practice intended for the treatment of prevention of
disease 0f man or animals.

The term "practitioner” as pertains to persons and places
handling controlled substances and as defined under Article 2, Chapter
60A of. the Uniform Controlled Substances Act shall not be constructed
to have the same meaning as the definitions for medical practitioners
under Chapter 30 of the West Virginia Code.

2.15 The term "Beard" means the West Virginia Board of Pharmacy.

2.1 The term "President" means the President of the West Vir-
ginia Board of Pharmacy. '

2,17 The term "Vice President"” means the Vice President of
the West Virginia Board of Pharmacy.

2.18 The term "Secretary" means the Secretary c¢f the West
Virginia Board of Pharmacy.

2.18 "Original Drug Store Permit" means a permit issued for
a pharmacy, drug store or apothecary under the following conditions:

(a) A new business
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(b) Transfer of an established business to a successor,

{(c) Transfer of fifty percent or more of the cownership
(as evidenced by Interest listed on renewal application for previous
vears) of an established business to a successor.

(d} Transfer of ownership which results in controlling
interest being acquirasd by one or more persons.

{e) A pharmacy cr drug store is moved to a new location.

Cnly pharmacy or drug store permits issued under Chapter 30,
Article 11, Section 4 of the West Virginia Code shall be considered
a renewal.

2.20 The term "Person" means individual corporation, govern-
ment or governmental subdivision or agency, business trust, estate,
trust, partnership, cor asscclaticn, or any other legal entity.

2.21 "Recognized Schocl of Pharmacy" means a school of pharm-
acy whose physical equipment, course of instruction, and teaching
personnel conforms to the standards and specifications or the eguival-
ent thereof reguired by the American Cocuncil on Pharmaceutical
BEducation for Accreditation.

2.22 "Intern" means an individuazl working in a pharmacy or drug
store under the instructicn and supervision of a registered pharmacist
preceptor who has been duly registered and certified by the Becard.

The term "ipntern" through common usage in the professicn has become

the usual term referring to apprentices, externs or interns who are
gaining their practical experience during or after thelr formal college
education. Hereinafter the Board will use "intern" to refer to
individuals registered with the Board to obtain the practical exper-
ience reguirement.

2.23 The term "internship" shall be used to describe the
practical experience requirement, and "2 months practical experience"
shall mean an average work waek of nct less than forty hours for a
period of one calendar year, except as herein provided for concurrent
training programs. )

2.24 "Gross immoralityv" means conduct, acts, and practices
which are inconsistent with decency, good order, and propriety of
professional or perscnal conduct and/or which are hostile to the
welfare of the general public. The word "grossg” means willfiul and
flagrant, rather than great or excessive,

2.25 "Person Addicted" means one who has acguired the habit
of using spirituous liguors or narcotic or hypnotic drugs or other
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agents to such an extent as to deprive him of reasonable self-contrel.
2.26 "Act" or "Uniform Controlled Substances Act" when used
in these regulations shall mean and refer to Chapter &0A cf the West

Virginia Code as enacted by The West Virginia Legislature in 1971.

Section 3. General Provisions

2.1 Board in General - The state board of pharmacy, known
as the "West Virginia Beoard of Pharmacy"”" shall consist of five '
practicing pharmacists who hsall be appointed by the governor, by and
with the advice and consent of the Senate. Each member of the Board,
at the time of his appointment, shall be a citizen and a registered
pharmacist of the State of West Virginia and actively engaged in the
practice of pharmacy. '

3.2 Oificers of the Board - The members of the Board shall
annually elect as officers cf said Board one member to serve for a
period of one year as Presgident of the said Board; one member to serve
for a period of cone year as Vice President of said Board; and, one
member to serve for a period of one year as Secretary of saild Board,
all of whom shall hold their offices for one year and until their
successors are elected said election to be held in the month cof June
each year. : -

The Secretary shall execute a surety bond conditioned as
reguired by law, which bond shall be approved by the attorney general
as to form, and by the auditor as to sufficiency, and when sc approved,
shall be £iled . and recorded in the office of the Sscretary of State.
The premium on said bond shall be regarded as a proper and necessary
expense of the Board.

3.3 "0fficial Seal - The Board hereby reaffirms and readopts,
as the official seal of the Board the follcwing: the outer circle of
the seal has inscribed therein "West Virginia Becard of Pharmacy"; and

the inner circle of the seal consists ©of a base upon which rests a
graduate entwined about which there is an aesculapius serpent and
holding in balance a set of scales, an impression of which is affixed
hereto.

3.4 Meeting of the Board - The Board shali hold at least two
meetings each year for the purpose of examining applicants for
license to practice pharmacy in West Virginia and for the transacticn
of such other business as may legally come before it and it may hold
such other examination meetings as it might deem appropriate. In
addition theretc, it may hold such additional meetings as may be
necessary which shall be called by the Secretary at the direction of
the President or upon the written reguest of any three members.

page 6




Board of Pharmacy
Leg. Rule, 30-5
Serieg I, Sec. 3

3.5 Queorums - Before any action can be taken, on any matter
properly in the consideration of the Board, at least three members
must be in attendance at the place and time set for the meeting of -
the Board. A majority vote ¢f the members in attendance is reguired
before any mection is passed.

3.6 Location of Office - The office of the Board is, unless
otherwise designated by the Board, located at the office of the Sec-
retary.

3.7 Disposition of Moneys; Report to Auditor - The Secretary
of the Board shall receive and account for, all moneys derived by
virtue of the provisions of Chapter 3¢, Article 1 and Article 5 of
the West Virginia Code and shall pay such monevs into the state
treasury monthly on or before the tenth day of the month in which
such moneys are received. He shall also, on the first day of January
and first day of July of each year or within five days thereafter,
certify to the State Auditor, a detailed statement of all such moneyvs
received by him during the preceding six months.

3.8 Compengation of Memers; Expenses — Every member oI the
Board shall receive Thirty-five Dollars (£35.00) for each day actually
spent in attending the sessions of the Board or of its committees and
the necesgsary travel, and shall be reimbursed for all actual and
necessary expenses incurred in carrying out the provisions of Chapter
30 of the Ccde of West Virginia applicakle to the RBoard.

The Secretary shall receive such salary as may be prescribed
by the Board but in proceedings relative to the fixing of his salary,
the Secretary shall have no vote.

Every member of the Board shall receive Thirty-five Dollars
($35.00}) for eath day actually spent in attending ithe sessions of the
Board or of duties, shall be paid cut cf the State Treasury from funds
appreopriated for that purpose on warrants of the State Auditor issued
on the regquisition signed by the President and Secretary of the Board.

3.9 Record of Proceedings; Registration of Applicants;
Certified Copiles of Records Prima TFacile Evidence; Report to Governor - .
The Secretary of the Board shall keep a record cof its preceedings and
a register of all applicants for license or registration, showing for
each, the date of his application, his name, age, educational and
other gualificaticns, place of residence, whether an examination was
reguired, whether the applicant was rejected or certificate of license
or certificate of registration granted, the date of such action, the
license or registration number, 1f reguired, and any suspension or
revecation thereof. The books and register of the Board shall be open
to pubklic inspection at all reasonable times, and such bocoks and
register, or a copy of any part thereof, certified by the Secretary
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and attested by the seal of the Board, shall be prima facie evidence
of all matters recorded therein.

On or bhefore the first day of January of each year in which
the legislature meets in regular session, the Board shall submit to
the governor a report of its transactions for the preceeding one year,
together with an itemized statement of its receipts and disbursements,
and a full list of the names of all persons licensed or registered by
it during such periocd, certified by the President and the Secretary.
A copy of the report shall be filed with the Secretary cof State.

3.10 Roster of Licensed or Registered Practitioners - The
Secretary of the Board shall also prepare and maintain a complete
roster of the names and office addresses of all persons licensed, or
registered, and practicing within or without this state, the profe551on
or occupation arranged alphabetically by name and also by the counties
in which their offices are situated. The Board may call for and
require a registration whenever it deems it necessary or expedient to
secure an accurate roster.

Section 4. Internship; Reguirements for Certificate

4,1 The pr1p010al purpose of serving an internship is to
acqulre practical experience under the ulreCt superVLSlon and instruct-
ion of a registered pharmacist preceptor in the providing of pharm-
aceutical services including the compounding and dispensing of
prescriptions.

The Board shall certify lnternshlp, except as herein provided,
only for an individual:

f{a) who has made appllcation to the Board for registration
as an intern and who in turn has been issued an intern certificate,
which expires ater three (3) years from the date of issue by the Board.
The intern certificate shall be displayved at the location of intern-
ing.

(b} who notifies the Board at least ten (10) days prior . =
to the commencement of 1nternlng of the name and location of his
registered pharmacist preceptor

(¢) who notifies the Board within ten (10 days subsequent
to termination of any internship under a pharmacist preceptor.

{d) whose internship is certified by the submission of
"Certification by Pharmacist as to Internship” form executed by the
pharmacist preceptor immediately after termination of the internship.
(Forms are available from the Board of Pharmacy.)
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4.2 No intern sheall be certified by the Board unless the
individual is enrolled in the last three (3) years of the pharmacy
curriculum or is a graduate of a2 recognized school oI pharmacy.

4.3 (Credit shall be received for experience for any period
of time that is concurrent with enrcollment in a recognized school of
pharmacy except that the Board may grant three (3) months experience
time for students participating or enrclled in supervised concurrent
internship or clinical pharmacy training programs concurrent with the
last year of the professional pharmacy curriculum.

4.4 ©No internship will be certified in a pharmacy or drug
store in which the wvolumne cf prescription dispensing is less than
10,000 prescriptions per vear, unless any particular or extenuating
situation warrants deviating from this figure in the judgement and
discretion of the Board as provided for in Sections 2, 3 of Articie
5, Chapter 30.

4.5 Any pharmacist preceptor supervising the practical .
internship training shall be a gualified preceptor and employ the
training concepts ocutlined in a "Guide for Precepteors and Interns”
available through the West Virginia Board of Pharmacy.

4.6 The Board may accept internship experience gained outside
the State of West Virginia on a letter of credit or certification
from the Board of Pharmacy of the state in which the applicant acguired
internship experience.

Section 5. Licensure and Annual Renswal; Regquirement for

5.1 Application

All applicants for examination shall apply therefcore in
writing to the Secretary of the Board at least 15 days before the date
the examination is to be conducted and shall transmit with his
application a fee of one hundred twenty-five dollars (5$125.00) which
sum the Board is authorized to charge for an examination or investigation
into such applicant's gualification tc practice. . The application shall
be made on a form provided by the Board.

5.2 Requirements for Application

(a) Age _

The applicant must be not legs than eighteen vears of -
age, proof of which must bs shown by a birth certificate, or other
proof when a birth certificate is nct available.

(b} Moral Character

Every application for registration as a pharmacist shall
present to the Board satisfactory evidence that he 1s a person of good
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moral character and not addicted to drunkenness or the use of con-
trolled substances and that he has not been convicted of violating
the provisicns cof any law relating to the practice of pharmacy and
that he has not bheen convicted ©f a c¢rime involving moral turpitude.

EROVIDED, that an applicant, who has been arrested pursuant
to Chapter 604, Article 4, Section 401 of the West Virginia Code,
and who has later been discharged pursuant to Section 407 of the
gsame article, may, upon otherwise having satisfied the reguirements
of this section, be deemed to have fullyv satisfied its reguirements.

(¢} Education

The applicant shall present to the Board satisfactory
evidence that he 1s a graduate of a recognized schoocl of pharmacy as
defined in Article 1 <¢f these rules and regulations.

{d} Internship

The applicant shall have acguired at least nins months
of internship experience under the supervision of a registerad
pharmacist preceptor is defined ln Sechloqz 2Znk 5 of these rules
and regulations.

5.3 Examinations

(2) Examinations shall be held at a time and place des-
ignated by the Board. At least thirty days' notice shall be given by
the Beard prior to the holding of any examination. Notice of such
axamination shall be given by mail to all registered pharmacies or
drug stores in the State c¢f West Virginlia as appearing on the roster
kept by the Secretary of the Bocard as reqguired under Chapter 30,
Article 1, Secticn 13 of the Ccde of West Virginia, and to such
other persons and schools of pharmacy as the Board may from time to
time desilgnate. - '

(b} A maximum of three days shall be allowed for the
examinations, including written, oral and lzboratory.

(¢) An applicant must pass a2 written examinaticon in sub-
jects determined by the Beoard as being reascnable, in testing his
technical knowledge; and an applicant must alsc pass a practical ex-
amination determined by the Board as being a reasonable test of the
applicant's ablllty to translate his technical knowledge into terms
of actual practice.

(d) For the purpose of grading or rating, answers to
the guestions shall be valued by marks or points based on their im-
portance and as determined.by the judgment of the examiner. A general
average of 75% shall be necessary for an applicant to pass the exam-
inatison.
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An applicant failing to pass the examination satisfactorily
to the Board shall at either the first or second succeeding examination
conducted by the Board, be entitled to a re-examination without
further _cost but one such re-examination shall exhaust his privilege
under his original application.

5.4 Certificate of Registration

an applicant who has successfully passed all the examinations
of the Board will receive a letter signed by the Secretary of the
Board granting him the right to practice pharmacy in the State of
West Virginia until such time as the permanent certificate as a reg-
istered pharmacist may be prepared for him. The permanent certificate
of registration shall bear a serial number, the full name of the
applicant, the date of its issuance, the seal of the Board, shall be
signed by at least three members of the Board and attested by the
President and Secretary. Unless otherwise provide,& the Board shall
charge a fee of Five Dollars ($5.00) for every duplicate thereof,
which fee shalil be paid before such certificate or duplicate is issued.
No such certificate shall be assignable.

5.5 Annual Renewzal of Registration
(a) Annual Renewal

Every registered pharmacist, who desires to continue in
the practice of his profession, shall on or before the first day of
July annually apply to the State Board of Pharmacy for a renewal of
his registration, and shall transmit with his application a Thirty
Dollar ($30.00) fee. If the Board shall find that such applicant has
been legally registered in this State, and is entitled to a renewal
of the certificate it shall issue to him a renewal certificate
attesting that fact.

(b} Notification

Notification of the annual renewal shall be given by
the Secretary of the Board at least thirty days prior to said first
day of July. -

(c) Faillure to Renew

If any pharmacist shall fail for a period of thirty days
after the first day of July to apply to the Board for a renewal of
his registration, his name shall be erased from the register of
registered pharmacists. o

Such person, in order to again become registered, shall be
regquired to appear personally before the Board to  show cause for
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permitting the certificate to lapse. If such person submits to the
Board satisfactory reasons for allowing the certificate to lapse, and
satisfies the Board by oral, written or practical examination as to
his qualifications to practice the profession, such person shall be
reregistered and required to pay for renewal the same fee as Iin

the case of examination. If necessary, the Board may charge an ad-
ditional fee.

Section & Reciprocity; Registration of Pharmacists from Other States

6.1 Quallflcatléns - The Board may register and admit to
practice as pharmacists in this state without examination, such per-
sons as have been legally registered or licensed as pharmacists in
other states, provided:

(a) Applicants must be at least eighteen years of age.

(b} The original state in which the applicant 1s reg-
istered must accord similar recognition to registered pharmacists of
the State of West Virginia.

(c) Bpplicant must be in good standing in the state of
original licensing; a "reciprocal registration™ is not recognized
for reclproclity purposes.

{d) The applicant is, in fact, competent and physically
and mentally gualified to function as a pharmacist.

(e) The applicant is of good moral character and is not
addicted to the use of alcohol, or controlled substances.

{£) The applicant has not been convicted, fined or had
his license suspended or reveoked for vioclation of pharmacy, liguor,
narcotic or food and drug laws.

(g) An applicant must have originally passed a written
examination in subjects determined by the Board as being reasonable,
in testing his technical knowledge, and applicant must have also
passed a practical examination determined by the Board as being a
reasonable test of the applicant's ability to translate his technical
knowledge into terms of actural practice and the applicant must have
made a general average of not less than 75% in the practical exam-
ination.

(h) Applicants who have become registered since 1945 must
have graduated from a recognized school of pharmacy and in addition
thereto, must have had nct less than nine months of practical ex-
perience as an intern and/or a registered pharmacist. Applicants who
were registered prior to 1945 must have had not less than two years
of practical experience reguirements for.registration as a pharmacist
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in West Virginia at the time of their registration as a pharmacist by
examination.

(i) If an applicant has not been engaged . as a practicing
pharmacist as evidence by an employer's affidavit during the year
immediately prior to application for reciprocity, the Board will
determine competency to practice by a practical examination.

(i) Applicants must become familiar with the West Vir-
ginia laws and regulations governing the practice of pharmacy and the
rules of professional conduct established by the Board.

(k) Applicants for reciprocity and others coming into
West Virginia from other states are warned not to accept positions as
pharmacists or attempt to work as pharmacists until such time as they
received a certificate of registration from the State of West Virginia.

6.2 Applicaticn

{(a) A preliminary application form obtained from the
Secretary of the National Association of Boards of Pharmacy shall be
completed by the applicant informing him in which state or states the
applicant has previously registered and in what state he wishes to
register submitted with a fee of One Hundred Twenty-Ifive Dollars
($125.00) to the Secretary of the National Association of Boards of
Pharmacy, One East Wacker Drive, Suite 2210, Chicago, Illinois, 606Gl.

On receiving the application for licensing by reciprocity, the
National Assoclation of Beoards of Pharmacy contacts authorities in
states where the applicant may have been licensed to secure verif-
ication, and, in addition, runs a character check on all applicants.

An applicant who possesses the necessary qualifications will be
supplied with the application forms which must be completed and sub-
mitted with the reguired supporting documents to the Secretary of

this Board with a fee of One Hundred Twenty-five Dollars ($125.00) plus
Five Dollars ($5.00) allccation of costs among those states.

(b) The application must include the following:

(1) a2 certified copy of proof of experience, or original
preceptor's affidavit proving same, that were filed by applicant
when he took the examination in the state from which he applies.

{(2) a recent bust photograph with a statement therecon,
signed by the applicant, affirming that it 1s a photograph of said
applicant and has been made within the previous 12 months.

6.3 BAppearance Before the Board

Applicants for registration by reciprocity are redquired
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to appear before the Board at such time as directed, for checking of
credentials, interview, and such guestioning and investigation as
may be necessary to determine the fitness of the applicant to
practice in West Virginia. Misrepresentations shall serve to void
any registration that may be granted.

Section 7. . Proceedings for Suspension or Revocation of License or
Registration; Effective Suspension or Revocation; Transcript; Report

7.1 In all proceedings before the Board of the suspension or
revocation of any license or registration, a statement of the charges
against the holder thereof and a notice of the time and place of
hearing shall be served upon such person as a notice is served under
_ I, Article 2, Chapter 56 of the Code of West Virginia at least
thirty days prior to the hearing and he may appear with witnesses and
be heard in person, by counsel, or both.

7.2 The Board may take such oral or written proof for or
against the party charged as it may deem advisable.

7.3 The Board shall have the power to compel the attendance
of witnesses and to take testimony concerning any proof on matters :
within its jurisdiction and for such purposes, the President and Sec-
retary of the Board shall have the power to administer oath.

7.4 If, upon such hearing, the Becard finds that such charges
are true, it may suspend, or revoke the certificate of registration
and such suspension or revocation shall take from the person, all
rights and privileges acguired thereby. A stenographic report of
each proceeding the expense of the Board and a transcript thereof
retained in its files. The Board shall make a written report of.its
findings which shall constitute part of the record and copies thereof
shall be filed with the Secretary of State and with the appropriate
office of a §ister state and with the .Sepy.d the National Association
of Boards of Pharmacy if a reciprocal license is involved.

7.5 The following rules of procedure shall control such
hearing before the Board.

(A) Hearings for the revocation, cancellation, or sus-—
pension of a license or a permit.

(a) Tnitiating proceedings before the Board, proceedings
for revdcation, cancellation or suspension of a license or permit
before the Board shall be begun by filing charges with the Board in
writing and under oath. Said charges may be made by any perscn or
persons.

(b) Settings: The President of the Board shall set a
time and a place for hearings on the revocation; cancellation or
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suspension of a2 license or a permit.

(c¢) Representation: t any hearing the respondent shall
have the right to appear either personally or by counsel, or both,
to produce witnesses or evidence in his behalf, to c¢ross examine
witnesses and to have subpoenas issued by the Board.

{d) Recording of Eearings: A record of proceedings at
hearings may be made in shorthand or by mechanical or electronic -
recordings at the discretion of the President of the Board or other
person presiding over the hearing.

(e) The Board may deputize an employee to conduct the
guestioning at any hearing. It shall be. the duty oI such appointee
to require an orderly preésentation in accordance with these rules.

(B) Order of Presentation

() When any licensee or permittee shall be served with
charges previously filed before the Board as provided in these rules,
he shall appear before the Board on the day at the time specified in
the notice of hearing. _

(b) The absence of a licensee will in no way atffect
the power of the Board to act, provided proper notice has been given.

{(c) At any hearing based upon charges previously filed
with the Board as provided in these rules, the PRresident of said
Board or the Board's appointee shall commence such hearing by causing
said charges to be read, and thereafter receiving the answer of the
respondent to usch charges, if any. The answer may be given either
guilty or not guilty.

(@) The Board shall then proceed to hear evidence, both
written and oral, in support of the charges. Each witness appearing
in support of the charges shall first give direct testimony and
immediately thereafter be available for cross-examination by the
respondent or his attorney. Such testimony shall be given under oath.

(e} After the presentation of evidence in support of
the charges, the respondent or his attorney shall then proceed with
the presentation of evidence in opposition to the charges. The evidence
may be written or oral. Witnesses appearing in behalf of the res-
pondent shall give direct testimony and immediately thereafter, be
subject to cross—examination by the Board or its duly authcrized
appointee.. All such testimony shall be given under oath.

(£) "Any member of the Board may examine any witness
or respondent during their presentation of direct testimony cr upon
cross—-examination.
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{g) At the close of the presentation of evidence in
support of the complaint and evidence in opposition of the complaint,
respondent or his attorney may be permitted oral argument befcre the
Board.

(h) Evidence: All coral testimony shall ke g¢given under
the ocath of the witness. Evidence, both oral and written, which has
probative value shall be received by the Board. Such evidence may
be received even though the evidence is not presented in a form which
would make it admissible if offered in court of law. However,
evidence which is irrelevant to the issue shall be excluded. The
President of the Board or other persons presiding over the hearing
shall rule on the admissibility of the evidence. -

(1) Effective date of official acts or orders: All
official acts or orders of the Board shall be evidenced by a written
record, and the date of the order or act unless some other effective
date is stated in the writing itself. Aan appeal from the action of
the Board shall not operate as a stay of the Board's action unless
specifically directed as such by the Board.

(C) Application for Re-Issuance of License or Registration
Upon application, the Board may re-issue a license or
registration to a person whose license or registration has been
cancelled or. revoked. Such application, the the case of cancellation
or revocation, shall not be made prior  to one year after the cancel-
lation or revocation.

Upon application, the Board may reinstate a license which
has been suspended. Such application for reinstatement of a
iicense shall be in a manner and form that the Beard may require.

(D) Appearances before the Board by invitation of the
Board '

() Appearances by invitation: When any licensee, per-
mittee or other person shall receive an invitation to appear before the
Board, such invitation shall in no manner be considered a subpoena
or a demand to appear, but shall only be considered a reguest, to be
complied with at the discretion of the person so invited.

(b) Representation at such hearings: 8Such person so
invited, should he so desire, may have legal counsel accompany him
to said hearing before the Board.

(¢c) BAppearances by invitation shall be informal: All

hearings before the Board based upon invitation by the Board shall
be informal. No record of such proceedings shall be made.
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(E) Hearings By Board Upon Complaint

(1) Any person aggrieved by the rules and regulations
promulgated by the Board shall ke entitled to have his complaint
set down for hearing by said Board.

{(2) Reguests for such hearings must be filed with the
Board in accordance with the following requirements:

(2) Complaint, depositicns, briefs and cother
papers of importance. - -

(b) Regquests for such hearings shall specify in
detail the basis for complaint.

(¢) Complaint shall specify reasonabkle evidence
that such rule or regulation is inconsistent with the law governing
the practice of pharmacy in West Virginia.

(3) Hearings for such complaint shall be held in ten
days from the date of receipt of said regquest by the Board, unless
postponed by mutual agreement.

Secticn 8. Review by Circuit Court and Supreme Court of Board's
Refusal to Issue Suspension or Revocation of License or Registration

8.1 Anv person who has been refused a license or registration
for any cause other than failure to pass the examination given by
the Board or whose certificate of registration has been suspended or
revoked, may, within thirty days after the decision of the Board,
presant his petition in writing to the Circuit Court <of the county
in which he resides or to the judge of such court in vacation,
praving for the review and reversal of such decisiocn.

8.2 Before presenting his petition to the court or judge,
petitioner shall mail copies thereof to the President and Secretary,
respectively, of the Board.

8.3 Upon receipt of such copy, the Secretary shall forthwith
transmit to the clerk of such court, the record of the proceedings
before the Board.

8.4 The court or judge shall affix a time for review of
said proceedings at its earliest convenience.

8.5 Notice of the time and place, in writing, of such hearing
shall be given by the clexrk c¢f the court, to the President and Sec-
retary of the Board, at lesast ten days before the date set therefore.
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8.6 The court or judge may enter an order affirming, revising
or reversing the decision of the Board if it apoeavs that the
decision was clearly wrong.

8.7 Prior to the entry of such order by the court or judge,
no order shall be made or entered by the court or judge to stay or
supersede said suspension, revocation or cancellation of any such
certificaté of registratiocn.

8.8 The judgement of the Circuit Court or the judge thereof,
may be reviewed upon appeal in the Supreme Court of Appeal.

Section 9. Refilling Prescriptions

9.1 It shall be unlawful for a pharmacist to refill any
prescription containing a drug wherein the label of the original
container of such drug bears the statement, "Caution: Federal Law
Prohibits Dispensing Without Prescription,” unless the licensed
practitioner has authorized such by written notation on the original
prescription, or has authorized such by oral order which is reduced
promptly to writing and filled by the pharmacist.

9.2 If a prescription is refillable, the date of such refill
and the initials of the pharnacist refilling said prescripticn shall
be recorded upon the original written prescription, or upon the oral
prescription which has been reduced to writing and filed by the
pharmacist. - -

9.3 The refilling of prescriptions shall be limited by the
provisions of the Uniform Controlled Substances Act (60A-3-308, West
Virginia Code) applicable to prescriptions and any rules and regu-
lations adopted pursuant thereto.

{(2) No prescription for a Schedule II Controlled Sub-
stance may be refilled.

{(b) The prescription for a Schedule III or IV Cont-
trolled Substance shall not be £illed or refilled more than six
months after the date written or be refilled more than five times
unless renewed by the practitioner.

Section 10. Prohibitions on Resale

10.1 ©No controlled substance, drug, chemical or medicine
after leaving the pharmacy shall be accepted for return and placed
in stock for reuse or resale.
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Section 11.  Drug Product Selection Regulations

11.1 Negative Formulary
(a) Aminophylline

Dicumarol

Digexin

Digitoxin

FurosSemide

Isocsorbide Dinltrate

Nitroglycerin

Phenytoin

. Prednisone

10. Prednisoline

11. Quinidine

12. Tolbutamide

13. Warfarin

. b

Y

r @

W0~ Ut D H

The pharmacist may not substitue:

{(b) 1. an erythromycin base when an ervthromycin salt
or ester ls prescribed;

2. an erythromycin salt or ester when an erythromycin
base is prescribed; ]

3. a different ervthromycin salt or ester from
the salt or ester, or base 1s prescribed.

(c) Exceptions to Negative Formulary

Any product not in vioclation of F.D.A. regquirements
and holding a valid NDA or ANDA approved applications, and determined. . ..
by the F.D.A. to be acceptable in both bioeguivalency and bio-
availability, and so published as approved by the F.D.A. shall be
interchangeable for the purpose of generic substitution, not with-
standing the products listed .on the Negative Formulary (Part a and »
above). A list of F.D.A. and Board approved exceptions to the Neg-
ative Formulary shall be published annually by the Board on July lst
of every year or as soon there after as practical, and bulletins will
be issued periodically during the year as such products meet F.D.A.
approval., This list shall be the only accepted list by which products
on the Negative Formulary may be substitutead.

(d) Procedure for Revisions

Any manufacturer cor person aggrieved by the exclusion
or inclusion of any product on the Negative Formulary (Part a and b)
or on the list of exceptions to the Negative Formulary (Part c), may
petition the Board for a determination of bicequivalency/biocavailability
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and possible revision of sald formulary or list. The expense of any
such determinaticn shall, if the Board so decides, be borne by

the party seeking said determination, and the burden of proof shall
also be on saild party.

(e) Any pharmacist, or other person, firm, corporation,
or copartnership who after public notice of Article 17, Section (e)
shall be subject ot the provisions of subsection (L} of Section 12b
of Article 5, Chapter 30 of the West Virginia Code of 1931 as amended.

Section 12.. . Regulation Governing Pharmacy Permits

iz2.1 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 reg-
istration fox renewal of permits shall be effective on the lst day of
July of each vyear.

12.2 Applications for Permits.

The Board of Pharmicy 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 co-.
rartnership 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 reglstered pharmacwst
and operate in compliance with the general prov151ons governlng the
practice of pharmacy and the operation of a drug store and pharmacy.

{a) The application for such permit shall be made on
a form prescribed and funished by the Board of Pharmacy, which when
Droperly executed, shall indicate the owner, manager, trustee, lessee,
recelver, or o;her person or persons desiring such permit, as well
as the location of such pharmacy or drug store, including street and
number, the name and registration number of the pharmacist in charge,
the names and reglstration numbers of all other pharmacists providing
pharmaceutical services and the times when the pharmacy or drug store
is open for service: Saild applications should be delivered to Lhe
Sacretary 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 operating more than twelve
hours a day will be regquired to operate with not less than two reg-
istered pharmacists.
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(d) All pharmacies or drug stores, as defined, must
have on file a recent edition of the United States Pharmacopceia and
the National Formulary, or other publications embodying these texts,
and alsoc shall have such eguipment, as may be reguired to render
such service as public needs may dictate, or the proper protection of
the public heaith may indicate. The minimum Beard reguirements are
found in Seciions 13 and 14 of these regulations.

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

(f) Parenteral/Enteral Compounding

(1) A pharmacy engaged in the practice cof parenteral/
enteral compounding shall comply with the £following regulatiocns:

(a) A parenteral/enteral compounding pharmacy 1is
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
patients in an institutional environment where such pharmacy service
is unavailable or by patients in a hospital. Pharmacy services and
parenteral /enteral products provided by a parenteral/enteral com-
pounding pharmacy pursuant to prescription as defined in Chapter 30-
5-1 (6), shall be limited to the compounding and/or dispensing of:

2ll sterile preparations for parenteral therapy,
and parenteral nutrition, including but not limited to

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

: (b) Sterile preparations of parenteral cytotoxic,
antinecplastic, anti-infective and analgesic agents.

Any pharmacy, prior to engaging in parenteral/
enteral compounding, shall obtain a parenteral/enteral compounding
permit as provided herein. '

(2) Pharmacy Environment

(2) The compounding and dispensing of sterile
parenteral/enteral prescription preparations shall be accomplished
in a pharmacy environment subject to the pharmacy permit laws of this
state and in accordance with those regquirements for the safe handling
of drugs. The environment for this practice shall be set apart, and
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eguipped tc facilitate controlled aseptic conditions. Aseptic
technicgues shall prevail in this practice to minimize the possibility
of microbial contaminaticn.

(3} General Requirements

(a) Parenteral/enteral compounding shall be under
the control and supervision of a licensed pharmacist, who shall be
designated pharmacist manager on the application for a parenteral/
enteral compounding permit. The pharmacist manager or other licensed
qualified pharmacist as provided herein shall be present on duty
during all hours of product preparation. Changes in pharmacist manager
shall be reported to the Board of Pharmacy office within 10 days by
the permit holder and pharmacist manager of record. A pharmacist
manager of parenteral/enteral compounding pharmacy shall not be des--
ignated pharmacist manager of record of more than one parenteral/ent-
eral compounding pharmacy.

(b} A pharmacy engaged in parenteral/enteral com-
pounding shall provide special handling and packaging of compounded
parenteral and enteral preparations when delivering from the pharmacy
to the patient or instituticon as reguired to maintain stabilityv of the
preparations. All such preparations shall include time and/or date of
expiration on the label and control number subcompounds. A parenteral/
enteral compounding pharmacy shall provide telephone accessibility to
its pharmacist for its patients at all hours.

(¢) A patient profile shall be maintained for each
patient, Said profile must contain available medical information
consistent with prevailing pharmacy standards. '

{dYy A Policy and Procedure Manual shall be pre-
pared and maintained at each parenteral/enteral compounding pharmacy,
and be available for inspecticn by authorized agents of the Board
of Pharmacy and the Department, The Policy and Procsdure Manual shall
set forth in detail the objectives and operational guidelines of the
permittee. £ shall include a Quality Assurance Program which monitors
personnel gualifications, training and performance, equipment fac-
ilities, and random product sampling consistent with recommended
standards for compounding and dispensing intravenous admixtures and
a comprehensive patient drug profile and other parenteral medication
as set forth by the Jeint Commission on Accreditation of Hospitals,
the Naticonal Cocrdinating Committee and Large Volume Parenterals, and
as provided by the West Virginia Board of FPharmacv. The manual shall
be maintained in current status. A copy ¢f the Policy and Procedure
Manual shall be provided to the Board of Pharmacy when applyving for
a permit.
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, () Additconal reguirements are necessary for the
storage; compounding, dispensing, and discarding of cytotoxic agents.
The pharmacy shall provide protecticn for its personnel involved in
the handling of cyvtotoxic agents by utilizing the proper eguipment
and having a separate Policy and Procedure Manual forxr said agents.

The manual shall identify, but not be limited to the following special
procedures: '

1. 2All compouhding should be conducted within a
certified vertical laminar air flow hood. Type A or B VLAP hood
used should be dependent upon the volume of work anticipated.

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

3. Proper aseptic procedures rust be used at all
times to prevent bacterial contaminaticn cf the product as well as
chemical contaminaticn of the cperator.

4, All unused drug and materizl used in the prep-
aration of cytotoxic agents must be disposed of properly in accordance
with accepted professional standards and applicable law.

(£} An applicant for a parenteral/enteral com-
pounding pharmacy permit shall provide the Board of Pharmacy with
the following:

1. Completed Board of Pharmacy permit application
form. '

2. Copy of Policy and Procedure Manual.

3., Minimum Requireménts for Space, Eguipment,
Supplies and Publications.

(a} To ensure compliance with the general regquire- -
ments as set forth, the following minimum requirements for space, g
equipment, supplies and publications shall be met by a pharmacy which
operates under the special permit of a parenteral/enteral compounding
pharmacy. These requirements are in addition to the minimum require-
ments for space and equipment required of other types of pharmacies
when applicable. The minimum permit reguirements are set forth as
follows: ) '

() Space:

1. The area for preparing sterile prescriptions
as provided for in this rule referred to as the sterile admixture
room shall be set apart from general work and storage areas. The
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room shall be adeguately air conditioned or under positive pressure.

2. The sterile admixture room shall provide
space for a minimum of one laminar flow hood. Additionally, the space
shall ke adeguate size to accommedate other eguipment as provided
herein and sufficient space to allow pharmacists and other employees
working therein to adequately, safelv, and accurately £fulfill their
duties related to prescriptiors,

3. Compounding and dispensing of cytotoxic agents
should be performed in an area separate from the area used to prepare
other sterile solutions. The use of a vertical laminar flow hood
igs regquired in the preparation of cytotoxic agents. A sink and
running water shall be provided for in the sterile admixture space
room., -

(c) Eguipment:

1. Laminar Air Flow Hood (s).
a. Vertical

2. Refrigerator/freezer.

3. 8ink and wash area (as provided in (1) (c) above)

4. Appropriate waste containers for:
a. . Used nesdies and syringes
b. All cytotoxic waste including disposal
apparel used in the preparation act.
(d} Supplies:
1. Gloves, masks and gowns.

2. Disposable needles and syringes of various
standard sizes.

3. Disinfectant cleaning agents.
4. Clean towels.

5. Liguid handwashing materials with bactericidal
properties. }

6. Vacuum containers and various transfer sets.
7. "Spill kits" for xytotoxic agent spills.

(&) Current References:
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2., Eandbook of Injectable Drugs by American
Society of Hospital Pharmacists.

3. Procedures for Handling Cytotoxic Drugs by
American Soclety cof Hospital Pharmacists, Inc.

12.3 Issuance of Permit

¥{a) If an applicant is found satisfactory, the Seclretary
of the Board of Pharmacy shall issue to the applicant a permit for
each pharmacy or drug store for which application is made.

(b) The permit registers the pharmacy or drug store to
which it is issued and is not transferable. It is issued on the
application ©of the owner and the registered pharmacist irn charge, on
the sworn statement that it will be conducted in accordance with
the provisions of the law.

(c) In the case where a pharmacy or drug store is owned
by a person not himself a registered pharmacist, the permit will be
issued jointly to the reglistered pharmacist in charge and to the per-.
son owning said pharmacy, as defined in the definitions under these
regulations. . . o
(&) Permits must be posted in a2 conspicuous place.
This reguirement 1s not met when a permit 1s locked in a safe, placed
in a desk drawer, or otherwise concealed.

12.4 Renewal of Permit

The annual registration for renewal of permit takes
place on July 1 each year. The fee for annual renewal shall be
Seventy=Five Dollars ($75.00). Permits 1ssued under this section
shall not be transferable and shall expire on the thirtieth day of
June of each calendar vezr, and if application for renewal ¢ permit
is not made on or before the first day of August each year, the permit
shall lapse and become null and void.

12.5 Surrender of Permit.

fa) Where a registered pharmacist in whose name a per-
mit has been issued leaves the employment of such pharmacy or drug
store he will be held responsible for proper notification of such
termination of his services, and alsoc for the surrender of the permit
in his name. Neglect on the part of the pharmacist to.so nctify the
Board may prewvent his securing a permit to take charge or operate
another pharmacy or drug store at a subsequent date.

(b) Whenever a pharmacy or a drug store is to be moved
to a new location or when a pharmacy or a drug store changes ownership,

rage 25




Board of Pharmacy
Leg. Rule, 30-5 o
Series I, Sec. 12 . . -

the original permit becomes void and must be surrendered to the Board
and 2 new permit secured by the new owners.

(c) When the registered pharmacist in whose name a
rharmacy permit has been issued for any reason ceases to be actually
the registered pharmacist whe has responsible supervisicon over said
pharmacy or drug store, the permit becomes void, and must be sur-
rendered to the Board. A duplicate permit may be issued by the Board
for the same pharmacy under a new pharmaclst in charge. A fee of
Five Dollars ($5.00) is charged for issuing such vermit.

(d} Pharmacists emploved and. in charge of pharmacies
or drug stores, owned by persons not registered pharmacists, are
reguired to notify the Board and surrender for cancellaticn the permit
issued immediately upon the termination of such employment. It
shall alsc be the duty of the owner of such pharmacies or drug stores,
who are not registered pharmacists, to immediately notify the Board
upon the termination of employement of registered pharmacists and to
cause the surrender of permit as indicated.” The further operation of
the pharmacy or dxug store, in the absence of a replacement and the
igsuance of a new permit is forbidden by law and each day so cperated
will be considered a separate offense.

12.6 Violations

(a) The violation of these regulations may be considered
cause for suspension of permits or the refusal to grant new ones.

(b) All registered pharmacists must notify the Board
immediately of any chahge in employment andéd change of address. Not
to do so may be considered sufficient cause foxr suspension,

(c) It shall be the duty of any person who employs any
registered pharmacist to immediately notify the Board of any discharge,
termination or change of place of emplovment of said registered '
pharmacist. Fallure to so notify the Board may be deemed suffiicient
cause for suspension of any permit or license held by such person.

12.7 Security

In the event that a prescription department is to be
operated for a period less than the regular business hours of the
entire store, the following rules and regulations shall be observed.

(2) The prescription area shall be separated from
other departments of the store by a floor to ceiling, permanent barrier
or partition, with entry doors that can be securely locked. If the
pharmacy area 1s continually attended by a pharmacist when other
people are in the store, the pharmacy area need not ba enclosed by
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the permanent barrier. The barrier shall be so designed that only a
pharmacist with a key shall have access to the area where prescription
drugs, dangerous drugs, controlled substances, and other drugs and
devices restricted to sales by pharmacists are stored, compounded,

and dispensed. - :

(b) Types of permanent barriers: The permanent barrier
may be constructed of other than 2 solid material. If constructed
of a solid barrier, the openings or interstices in the material
shall not be large enough to permit removal of items in the pharmacy
area, by any means. Any material used in the construction must be
of sufficilent strength and thickness that it can not be readily or
easily removVed, penetrated or bent. The plans and specifications of
the permanent barrier shall be submitted to the Board for approval
showing that it affords adequate security. Plans shall be submitted
prior to proceeding with any construction, which plan shall indicate
the pharmacy area which shall be of adequate speace. Before a pharmacy
permit shall be issued, the plans submitted must meet the approval
of the Board.

{c) Signs: In the absencs of a pharmacist, a sign
with a minimum of four inch letters shall be prominently displayed
stating: "PHARMACY CLOSED, NO PHARMACIST ON DUTY."

(d) Telephone: Separate phone (listing) answered only
in pharmacy area. ©No telephone extensions of this listing are per-
mitted outside the pharmacy area.

(e) Receipt & Delivery: Written prescripticn orders
and refill reguests can be delivered to a pharmacy at any time.
But if no pharmacist is present when the prescription order (s) must
be deposited, by the patient or his agent delivering the prescription
order or refill request to the establishment, intoc a "mail slot" or
"drug box" so that the prescription orders are stored in the pharmacy
area. The times that the pharmacy is open for business must be
displayed so that they are prominently visible to the person de-
positing the prescription order (s).

(f) Completed prescription orders shall be stored in
the pharmacy and can not be removed from the pharmacy unless the
pharmacist is present and the removal is for the immediate delivery
to patient, person picking up the prescription for the patient, or
person delivering the prescription to the patient at his residence
or similar place. )

(g) Adequate working space shall be allotted to the
pharmacy area subject to the approval of the Board.

(h) Mobile pharmacy units are prohibited.
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12.8 List ©f Drugs and Prices; Posting Required; Penalties
for Failure to Comply

(a) The Board of Pharmacy shall annually in the month
of August distribute to all pharmacies licensed by the Board such
forms as adopted and the .same. shall be. publlclv displaved for the
convenience of the public. - ;

() The official foxms will contain not less than 100
most commonly prescribed prescription drugs by brand name and approved
generic equivalent name (established name). The Board of Pharmacy
has deemed that an approved generic equivalent shall mean the estab-
lished name of a prescription drug or drug product designated by an
official compendium of the United States and recognized by this Board
in the list of presgcription drugs or drug vroducts to be posted by
price, strength, manufacture, and guantity in every licensed pharmacy.

(c) Such forms shall bear a title across the top portion
reading, "Prescription Price List and Services." The pharmacist shall
degignate the prices, and such prices shall reflect all ¢f the searvices
and conveniences that are included. A pharmacy may change the current
posted selling price at any time. No prices shall be erased or
crossed out. Price overlay stickers shall be used to effect any prlce
change. Where the established or generic name is sc designated, the
pharmacy shall alsc list the name of the manufacturer.

(d) The price as shown shall indicaite the current
silling price and which professional and convenience services are
included.

{2) Each pharmacy shall place in a prominent location
which can be seen by the public, a2 sign furnished by the Beard to
read: "This pharmacy has for your information 2 list of drugs so
priced as reguired by Chapter 30, Article 5, Section 12(a).”

(£) The owner cof the pharmacy, member of firm, or
officer of corporation shall certify on the forms provided by the
Board that a list of current prices and cther information as required
by Chapter 30, Article 5, Section 12(a) is availlable to the public
as regquired by appropriate rules and regulations,

{(g) Any pharmacy that does not comply with Chapter 30,
Article 5, Section 12 (a) or Section 12 of the regulatlons of this
Board is subject to the penalties as pvescrlbed in Chapter 30, Article
5, Section 19, Revocation of Permits. o

(h) The rules and regulations so adopted shall be -
distributed along with the reguired forms to each pharmacy registered
with this Board.
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Section 13. Professional and Technical Eguipment

13.1 No permit shall be issued to operate a pharmacy or
drug store, unless the minimum professional and technical eguip-
ment reguirements have been fulfilled.

13.2 Every pharmacy or drug store shall at all times
possess the following minimum professicnal and technical eguipment:

(2) The current editions of the United States Pharm-
accpceia and the Naticnal Formulary, or the equivalent thereocf in
pharmaceutic and therapeutic reference books.

{b) Class "A" prescription balances and weights shall
meet the minimum standards adopied by the Naticnal Bureau of
Standards as outlined in Handbock 44.

(¢) A set of graduates ranging from 5 ml. to 230 ml.

(@) Mortars and pestles, spatulas, cintment pads,
funnels, stirring rods, etc., to meet the current needs for extem-
poraneous compounding.

(e) Pharmacies compounding opthalmic preparations,
IV additives or other pharmaceuticals reguiring more sophisticated
techniques must have the proper equipment to prepare sterile products
or to meet other requirements of good compounding practices.

(£} Adegquate facilities for the proper storage of
pharmaceuticals which require refrigeration or protection from heat,
light, or high humidity.

{q) Facilities for the safe storage of "Controlled
Substances.” S

(h) An acceptable system for keeping records of pre-
scriptions dispensed as regulired by the Uniform Controlled Substances
Act and any rules and regulations adepted pursuant thereto.

{1) A record book for the disposition of "Schedule V
Controlled Substances."

(§) Current copies of laws, rules and regulations per-
taining to. the practice of pharmacy in West Virginia. -

Section 14. Sanitary Regulation of Pharmacies

14.1 The pharmacist in charge of a pharmacy, drug store,
or apothecary shop in which prescriptions are compounded shall maintain
such place and the eguipment therein in a clean and orderly condition.
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14,2 All such places shall comply with the sanitation laws
of this state pertaining to any business conducted within a licensed
pharmacy or drug store.

14,3 The prescr1ptlon cocunter upon which prescvlpulons are
compounded shall be used for no other purpose than for the com-
rounding of Trescriptions.

14.4 Upon the completion of compounding a prescription the
prescription counter shall be c¢leaned and the refuse or waste materials
shall be placed in a closed receptacle, and all instruments used in
the compounding of such prescriptions shall be thoroughly cleaned
and placed in a ¢lean <zhinet or storage space.

14.5 The sink or wash basin in the prescription rocm shall
be used fox no other purpose than for the cleansing of Instruments
and articles in the preparation of prescriptions or the cleansing of
the hands of those preparing and compounding prescriptions.

14.6 All pharmacists when compounding prescriptions or
working in the prescripticon room shall wear clean linen, either apron
or ceoat, and shall ke reguired to keep themselves and their apparel
in a clean and sanitary condition.

14.7 The prescription room shall be maintained in an
orderly and clean condition. All instruments, articles, stock bottles,
containers, shelving, cabinets and eguipment shall be free from dust,
insects, rodents, or any c¢ther foreign materizl.

14.8 The prescription room shall be well ventilated, free
from obnoxious odors and equipped with adeguate lighting ;ac1lltles.

Section 15. - Sale of Drugs by Mechanical Devices; Sharing Compen-—
sation

15.1 Sale of drugs and medicines by mechanical devices or
vending machines are prchibited. The use of any mechanical device
or vending machine in connection with the sales or dispositicn of
drugs and/or medicines is unlawful.

15.2 Sharing Compensation. The independent jUdgment cf a
pharmacist is a public trust, and his first allegiance is to the
patient whom he serves. No pharmac1st shall, except with a perscn
licensed to practice pharmacy, or 1in the course of his employment
with a duly licensed institution, clinic or foundation, directly or
indirectly share compensation arising out of or incidental to his
professional employement with, or accept professional employment
from any person or persons who for compensation prescribe drugs used
in the compounding or dispensing prescriptions.
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As used in this rule, the words "person or persons”
includes firms, associations, partnerships or corporations in which
an individual who for compensation prescribes drugs used in the
compounding or dispensing of prescriptions has a proprietarv interest
sufficient to permit him to exercise a substantial degree &% super-
vision, direction or contreol over the pharmacist.

Section 16. Rules of Professional Conduct -

The practice of pharmacy 1s a profession dedicated to
the service of public health which regquires knowledge, skill, and
integrity. The state law restricts the practice of pharmacy to per-
sons who possess spédilal training and qualifications and licenses
to them privileges which are denied to others. The pharmacist
recognizing his responsibility to the public in safeguarding the
preparation, compounding and dispensing of drugs, the storage and
handling of drugs and medical supplies, and ths dissemination of in-
formation on medicinal agents obligates himself to the highest standards
of professional conduct.

In oxder that the citizens of West Virginia shall re-
ceive the best possible pharmaceutical services, and that the public
health, welfare and safety be fully protected, the following rules
of professional conduct have been adopted by the West Virginia Board
of Pharmacy as authorized by Chapter 30, Article 5, Section 7, of the
Code of West Virginia, 1931, as amended.

16.1 Professional Responsibilities

Nce pharmacist shall engage in conduct, in the practice
of pharmacy or the operation of a pharmacy which tends to reduce the
puklic confidence in the ability and integrity of the profession of
pharmacy, or endangers the public health, safety and welfare; nor shall
he engage in pharmaceutical practice or offier pharmaceutical services
under any terms or conditions which tend to interfere with or impair
the free and complete exercise of professional judgment and skill
of a pharmacist. He shall at all times practice his professicn in
conformity with Federal and State laws and regulations, and the
regulations of the West Virginia State Board of Pharmacy.

16.2  Uncertaln Prescription Orders

No pharmacist shall compound or dispense any pre-
scription which, in his professional opinion, contains anvy error,
omission, irregularity or ambiguity, but upon the receipt of such
prescription order he shall contact the prescriber and confer with
him before dispensing the prescription order if he has any doubt
existing in his mind that such prescription order is not legitimate.
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16.3 Refusal of Prescription

It is the duty of a pharmacist to make his professiocnal
services available to the public. Every pharmacy offering pharm-
aceutical services to the general public shall provide complete
pharmaceutical service, including the compounding or dispensing of
all prescription orders which may be reasonabkly expected to be com-
pounded or dispensed by pharmacists. No pharmacist shall refuse to
accept and fill, or cause to be £filled, for payment thereof any
prescription order presented to him unless there is a valid reason
for his inability to £ill such prescription order.

16.4 Betraval of Confidence

No pharmacist shall exhibit, discuss or reveal the
contents of any prescripticn, the therapeutic effect thereof, or the
nature, extent, or degree of illness suffered by a patient served
by him with any person other than (1) another pharmacist when nec-
essary for the proper fulfillment of duties devolving upon the
pharmacist, (2) the patient or his authorized representative, (3) the
prescriber, or (4) any person authorized by law to receive such
information. He shall not, however, discuss with patient or his
authorized representative such matters that should be discussed with
the prescriber only.

16.5 Diagnosis or Treatment

No pharmacist shall attempt to diagnose, treat or pre-
scribe for any disease, illness, or organic disorder. This prohibition
shall not ke construed sc as to prevent any pharmacist from advising
individuals on matters ccncerning simple ailments, first aid measures,
sanitary measures, or the merits and quality of preparations which
may be distributed legally without a prescripticn order.

16.6 Coded Prescription Orders

No pharmacist shall compound or dispense any prescription
order which is coded. A "coded" prescrption order is one which bears
letters, numbers, words or symbols, or any cther device used in lieu
of the name, guantity, strength, and directions for its use, other
than those normal letters, numbers, words or symbols recognized by the
rrofession of pharmacy as a means for conveying information by pre-
scription order. e :

16.7 False Or Misleading Advertising

No pharmacist or pharmacy shall make, permit to be
made, conduct or otherwise participate in any false, misleading or
fraudulent advertising.
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16.8 Promotion of Drugs

No pharmacist or pharmacy shall promote to the public
by any means a controlled substance or any other drug which may only
be dispensed pursuant to a prescription order, which promotion tends
£o0 cause such drugs to. be used in excess of the reguirements establish-
ed in a legitimate physician-patient relationship.

16.9 Unreliable Drugs

No pharmacist shall purchase, accept, compound, or dis-
pense any medicinal preparation, whether by prescription order or
otherwise, which in his professional opinion is not therapeutically
reliable. Drugs shall be obtained only in original containers and
only from authentic sources. No pharmacist shall accept from a patron,
except for the purpose of destruction, any part of any unsed pre-
gcription.

16.10 Changes in Prescription

No pharmacist shall dispense medication or devices
which differ in any manner from the medication or device which is
prescribed unless prior approval has been obtained from the prescriber,
except when professional judgment regquires the use of pharmaceutical
adjuncts which do not compromise the therapeutic properties but are
necessary for proper compounding. Any approved change in the pre-
scription order shall immediately be recorded upen it and it shall
show the date, time, and method of ascertaining such approval.

16.11 Prescripticn Order Forms

No pharmacist shall solicit professional practice by
means of providing physicians or other medical practitioners with
prescription order forms imprinted with any reference to a pharmacy
or pharmacist. - o o

16.12 Place of Practice

No pharmacist shall maintain a place of practice or
location from which to solicit, accept or dispense prescriptions
other than a pharmacy for which a permit has been issued by the West
Virginia Board of Pharmacy.

16.13 Physician Agreements
No pharmacist shall enter into or engage in any agree-
ment or arrangement with any physician or other practitioner which may
tend to exploit the sick or for the payment or acceptance of com-
pensation in any form or type for the recommending of the professional
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services of either; nor shall he enter into an agreement of any kind
whereby in anv way a patlent s free choice c©f a pharmacist or pharmacy
is or may be limited.

16.14 Duties

It shall be . the duty of a registered pharmacist in
every pharmacy to perform the following duties:

(a) Accept all new prescr1otlons transmitted by oral
communication. -

(b) Affix typed prescription labels to prescription con-
tainers,. ) N : ’ o

{c) To recons;tltue, subtract from, cor add to pre-
scription medications. . - '

(d) Record date and dispensing pharmacist's initials
on original or refilled prescripticns.

(e) Deliver completed prescription to patient when
instructions regarding its use are to be imparted to the patient.

(f) Discuss with patient matters pertaining to the
drug, its reasons for usage, contradications or answer guestions re-
garding the practitioner's intent.

(g) Perform any of the above functions except, nothing
shall restrict registered interns from performing any or ail of
above functions under the supervision of a registered pharmacist.

(h) Perform any other functions of any nature or kind
which requires the knowledge, judgment, ability or skill of a reg-
istered pharmacist.

16.15 Evasion or Violation of the Rules of Professional
Conduct S B - )

These rules of professional conduct are intended to
govern all pharmacist licensed to practice in West Virginia by the
State Board of Pharmacy, their emplovees or agents, a violation of
any provisions of these .rules shall constitute unprofessional conduct.

Any pharmacist who knowlingly accepts professiocnal
employment from any person, firm, or corporation who viclates or
evades these rules or regulations shall be deemed gulltv of violation
cf the rules the same as if he had De?sonally engaged in such evasion
or violation.
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16.16 Publicaticn and Posting of Rules

The Secretary of the West Virginia Board of Pharmacy
shall make a copy of these Rules of Professional Conduct available
to every pharmacy and pharmacist licensed by the West Virginia Board
of Pharmacy. A copy of said rules shall be posted in the prescription
department of every such establishment where it can be seen by all
persons entering said department.

Section 17 Pharmacist Consultants and Coordinators of Pharmaceutical
Services

Where, increasing numbers of pharmacists are servin
as pharmacy consultants to, or serving as coordinators of pharmaceutical
services in hospitals, skilled nursing facilities and intermediate
care faclilities, nursing homes, clinics, rest homes, homes for the
aged, governmental agencies, and other places where a pharmacy permit
is not held, and the Board of Pharmacy has the responsibility to malin-
tain standards of professional conduct and to regulate professional
practice, the Board of Pharmacy hereby promulgates the following
rules and regulations:

i7.1 Requirements

(2) The Bcard of Pharmacy shall maintain a roster of
all pharmacist consultants and coordinators of pharmaceutical ser- .
vices., All persons serving as consultants or coordinators shall be
licensed and registered to practice pharmacy in West Virginia.

{(») Any pharmacist consultant to hospitals, skilled
nursing facilities, intermediate .care facilities, nursing homes,
clinics, rest homes, homes for the aged, governmental agencies and
any other pharmaceutical consultation practice, shall register initially
and annually in each instance such practice and place with the West
Virginia Board of Pharmacy on forms provided by the Board,

(c) Any pharmacist providing pharmaceutical consultation
to, or coordinating pharmaceutical services in hospitals, skilled
nursing facilities, intermediate care facilities, nursing homes,
clinics, rest homes, homes for the aged, governmental agenciles, and
any other place where a pharmacy permit is not held shall regilster
initially and annually in each instance such practice and place with
the West Virginia Board of Pharmacy on forms provided by the Board
and signed by the consultant and the administrator of such facllity.

(d} All applicants certified as consultant pharmacists
shall meet such additiconal educational and experienced bkackgrounds

as reguired by the Board, and comply with the regulation as set forth
by the BRoard
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fe) Consultants shall document by time and date his
activities consistent with the level of institutional care regquire-
ments.

17.2 Responsibilites

(2) The pharmacist consultant or coordinator shall be
responsible to initiate and maintain in each instance appropriate
records and procedures for the receipt, labeling, storage and dis-
positicon cof all drugs, including investigational drugs, medication
samples, and emergency kits.

(b) The pharmacist consultant or cocordinator shall
cause to be developed, issued and implimented & “"Policy and Pro-
cedures" manual for pharmaceutical services. This Manual shall be
open to inguiry by all authorized governmental agencies including the
Board of Pharmacy. This Manual shall enumerate provisions for, but
not limited to the following:

(1) Drug recall

(2} Separate reconciliation for controlled substances
(3) Automatic stop orders

(4) Systematic review of drug orders

{5) Formulary or minimum standards for drug guality
() Assist in in-service drug education

{7) Outliine the procedure which shall spell ocut how
drug orders are to be taken from the patient's chart and transcribed
to drug orders.

(c) The pharmacist consultant or ccordinator shall be
responsible for maintaining an adeguate professional library of
pharmaceutical referendeg within the facility.

(&) The pharmacist consultant or coordinator shall in-
sure compliance with Rules of Professional Conduct as adopted by the
Beoard of Pharmacy under Chapter 30, Article 5, Section 2. '

(2) The pharmacist ceonsultant or coordinator shall
insure ccmpliance with all federal, state, and local laws concerning
drugs and pharmaceutical services. ) '

(f) Nothing under these regulations shall preclude a
patient in a skilled nursing facility or intermediate care facility
from free choice of pharmaceutical supplies and drugs.
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Title: Rules and Regulations of the Board of Pharmacy
for the Uniform Controlled Substances Act

Secticn 1. General

113%/ Scope - The West Virginia Code, Chapter 30, Article 5,
Section 1% et segquence mancates that the Board of Pharmacy shall
make such rules and regulations, not inconsistent with law, as

necessary, to carry out the purposes and enforce the provisions of
this article.

1.02 Authority - Chapter 60-2A cof the West Virginia Code of
1931 as amended.

1.03 Filing Date - December 28, 1982
1.04 Effective Date -December 28, 1982

1.05 Repeal of Former Rule - Thisg repeals rules filed pre-
viously.

Section 2. Definitions

The following words and phrases as used in these rules and
regulations shall have the following meanings, unless the context
otherwise reguires:

2201 The term "drug" means {(a) substances recognized as drugs
in the official "United Stategs Pharmacopoeia, official Homeopathic
Pharmacopoeia of the United States, or official National Formulary,"
or any supplement to any of them; (b) substances intended for use in
the diagnosig, cure, mitigation, treatment, or prevention c¢f disesase
in man or animals; (c) substances (other than food) intended to affect
the structure intended for use as a component of any article specified .
in clausses (a}, (b}, cr (¢} of this subdivigion. It does not include
devigces or their components, parts, or accessories.

2.02 The term "poisonous drug" means any drug likely to be
destructive to adult human life in guantities of five grains or less.
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2.03 The _term "deleterious drug"” means any drug likely to be
destructive to adult human life in guantities of sixty grains or less.

2.04 The term "habit-~forming drug" means any drug which has
been or may be designated as habit-forming under the regulations pro-
mulgated in accordance with Section 502 (d) of the Federal Food, Drug
and Cosmetic Act of June 25, 1938, or any amendments, revisions, alter-
ations, additions or modifications therecof.

2.05 IrPatent or Proprietary Preparation" means a medicinal
preparation which is intended for use in the cure, mitigation, treat-
ment or prevention of disease in man or other animal pursuant to self-
diagnosis; when the same is identified by and sold under a trademark,
trade name or other trade symbol, privately owned or registered with
the U.S. Patent Office; which preparation is sold in the original and
unopened package of the manufacturer or primary distributor; which
preparation in itself is not polsonous; which preparation is sold or
offered for sale and is advertised for sale to the general public by
the manufacturer or primary &istributor; which preparation meets all
of the requirements of the Federal Food, Drug and Cosmetic Act 1938
as amended and the laws of the state of West Virginia and regula-
tions promulgated under either of these; and the labeling of which
preparation doces not contain the legend, "Caution: Federal Law pro-
hibits dispensing without prescription" or any other legend or state-
ment of like import.

Drugs and medicinal preparations considered not safe for self-
medication under the Food, Drug, and Cosmetic Act 19238 as amended are
defined as "dangerous drugs" and shall be used only under the super-
vision and on the prescription of a licensed medical practicner.

2.06 "Controlled substance" means a drug, substance, or im-
mediate precursor in Schedules I through V of Article 2 of Chapter
60-A, West Virginia Code, (Uniform Controlled Substances Act).

2.07 '"Immediate precursor" means a substance which the "West
Virginia Board of Pharmacy" has found to be and by rule designates
as being the principal compound commonly used or produced primarily
for use, and which is an immediate chemical intermediary used or
likely to be used in the manufacture of a controlled substance,
the contreol of which is necessary to prevent, curtail, or limit
manufacture of such controlled substance.

2.08 '"Marihuana® means all parts of the plant "Cannabis
sativa L.," whether growing or not; the seeds thereof; the resin
extracted from any part of the plant; and every compound, manufacture,
salt, derivative, mixture, or preparation of the plant, its seeds, or
resin. It does not include the mature stalks of the plant, fiber pro-
duced from the stalks, oil or cake made from the seeds of the plant,
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any cther compound, manufacture, salt, derivative, mixture, or pre-
paration cf the mature stalks (Except the resin extracted there-
from), fiber, c©il, cr cake, or the sterilized seed of the plant
which 1s incapable ¢f germination.

2.09 "Narcotic drug" means any of the following, whether pro-
duced directly or indirectly by extraction form substances of vege-
table origin, or independently by means of chemical synthesis, or by
a combination of extraction and chemical synthesis:

(a) Opilum and opilate, and any sali, compound, derivative,
or preparation of opium or opiate.

{by aAnvy salt, compound, isomer, deritative, or prepara-
tion thereof which is chemically eguivalent or identical with any of
the substances referred to in clause (a) of this subdivision, but
not including the isoguinoline alkaloids of opium.

{c) Cpium poppy and poppy straw.

{d} Coca leaves and any salt, compound, derivative,
or preparation of cbca leaves, any salt, compound, iscmer, derivative,
or preparation therecf which is chemically eguivalent or identical
with any of these substances, but not including decccainized coca
leaves or extractions of coca leaves which do not contain cocaine or
ecgonine. - o , -

2.10 "Opiate™ means any substance having an addiction-forming
or addiction-sustaining liability similar to morphine or being
capable of conversion into a drug having addiction-forming or addic-
tion-sustaining liability. It does not include, unless specifically
designated as controlled under Section 201, Article 2 of The Uniform
Contrelled Substances Act, the dextrorctatory isomer of 3-methoxy-n-
methyIlmorphianan and its salts (dextromethorphan). It does include
its racemic and levorotatory forms.

2.11 "Opium poppy"” means the plant of the species "Papaver
scmniferum L.", except its seeds.

2.12 '"pPoppy straw" means all parts, except the seeds, of the
opium poppy, after mowing.

2.13 "Counterfeit substance™ means a controlled substance -
which, or the container or labeling of which, without authorization,
bears the trademark, trade name, or other identifyving mark, imprint,
numbar or device, or any likeness thereof, of a manufacturer, distrib-
utor, or dispenser other than the person who in fact manufactured,
disgstributed, or dispensed the substance.
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2.14 The term "cosmetic”", which shall be held to include
"dentrifice" and "toilet articles”, means (a) articles intended to
be rubhed, poured, sprinkled, or spraved on, introduced into, or
otherwise applied to the human body, or any part thereof for clean-
sing, beautifying, promoting attractiveness, or altering the appear-
ance, and (b)) articles intended for use as a component of any such
articles, except that such term shall not include soap.

2.15 The term "pharmacy"” or "drug store" or "apothecary”
shall be held +to mean any place where the practice of pharmacy is
conducted and shall include every store or shop or other place
(including, but not limited to, rest homes, nursing homes, hospitals,
orphanages, clinics, homes for the aged, and governmental agencies or
institutions) (a) where drugs are administered, dispensed or com=-
pounded by or pursuant to the orders of a duly licensed medical
practitioner in the course of professional practice, or where drugs
are sold at retail, or displaved for sale at retail, or {(b) where
appropriate licensed practitioners' prescriptions are compounded; or
(c) which has upon it or displayed within it, or affixed to or used in
connection with it, a sign bearing the word or words "pharmacy",
"pharmacists", "apothecary", "drug store", "drugs", "druggist:,
"medicine", "medicine store", "drug sundries", "remediesz", or any
word or words of similar or like import; or (d) any store or shop or”
other place, with respect to which any of the above words are used
in any advertisement.

2.16 The "practice of pharmacy" is the practice concerned
with the preparing, compounding and dispensing of drugs, medicines,
and medical supvlies used in the diagnosis, treatment, or prevention of
disease, whether compounded or dispensed on the prescription of a
medical practitioner, or otherwise legally dispensed on the prescrip-
tion of a medical practitiocmer, or otherwise legally dispensed or
sold, and shall include the proper and safe storage, the maintenance
of proper regords, and the dissemination of information concerning
the therapeutic values and uses of such durgs and medicines.

2.17 ~"Dispensing" is that aspect of the practice of pharmacy
which is concerned with the processing and handling of prescription
orders of a licensed medical practitioner, including the delivery of
the prescribed medication to the patient with consultation.

"Pharmaceutical dispensing” shall not be construced to include
the prescribing and administering of controlled substances as is
included under the general definition of dispense found in Article
1, Chapter 60-A of the Uniform Controlled Subgtances Act.

2.18 The term "distribute"” means to deliver other than by
administering or dispensing a controlled substance.
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2.19 A "sale" 1s defined as the supplving of drugs and
medicines for any consideration whether charged separately or incor-
porated with other charges for professicnal services. Further,
the providing of patients with quantities of drugs and medicines
beyond those amcunts reguired for immediate administration shall be .
deemed a sale.

2.20 "Pharmacist" or "Druggist" means any person registered
and/or licensed by the West Virginia Board of Pharmacy to practice
the profession of Pharmacy in the State of West Virginia. whose
license is in good standing.

2.21 TMAssistant Pharmacist” means any person licensed by the
West Virginia Board of Pharmacy to practice the profession ¢f pharmacy
as an Assistant Pharmacist, whose license was issued prior to January
1, 1939, and which ig in good standing.

2.22 The term "practitioner” means:

{a) A physician, dentist, veterinarian, scientific
investigator, or other person licensed, registered, or otherwise
pernitted to distribute, dispense, conduct research with respect to,
or to administer a controlled substance in the course of profession-
al practice or research in this state.

(b) A pharmacy, hospital, nursing home, home for the
aged, orphanage, clinic, rest home, governmental agency or institu-
tion, or other place or institution licensed, registered or other-
wise permitted to distribute, dispense, conduct research with respect
to, or to administer a controlled substance in the course of pro-
fessional practice or research in this state.

2.23 The term "Board" means the West Virginia Board of
Pharmacy.

2.24 The term "President" means the President of the West
Virginia Bcard of Pharmacy.

2.25 The +term "Vice President" means the Vice President of
the West Virginia Board of Pharmacy.

2.26 "The term "Secretary" means the Secretary of the West
Virginia Board of Pharmacy.

2.27 "Original Drug Stcre Permit" means a permit issued for
a pharmacy, drug store or apothecary under the following conditions:

() A new business.
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{) Transfer of an established businsss to a successor.

(c) Transfer of fifty percent or more of the ownership
(as evidenced by interest listed on renewal appllcatlon for previous
vears) of an established business to a successor. o

(d) Transfer of ownership which results in controlling
interest being acguired by one or more parsons.

Only pharmacy or drug store permits issued under Chapter 30,
Article 11, Section 4 of the West Virginia Code shall be considered
a renewal.

2.28 The term "Person" means individual, corporation, govern-
ment or governmental subdivision or agency, business trust, estate,
trust, partnership, or association, or any other legal entity.

2.29 T"Recognized School of Pharmacy"” means a school of
rharmacy whose physical eguipment, course of instructicen, and
teaching personnel conforms to the standards and specifications or
the equivalent therof required by the American Council on Pharma-
ceutical Education for Accreditation.

2.30 "Intern" means an individual working in a pharmacy or
drug store under the instruction and supervision of a registered
pharmacist preceptor who has been duly registered and certified by
the Board. The term "intern"through common usage in the profession
has bscome the usual term referring to apprentices, externs or in-
terns who are gaining their practical experience during or after their
formal college education. Hereinafter the RBoard will use "intern"
to refer to induviduals registered with the Board to obtain the prac-
tical experience reguirement.

2.31 The term Minternship!” shall be used to describe the
practical experience reguirement, and "nine months practical experi-
ence"” shall mean an average work week of not less than forty hours
for a period of one calendar vear, except as herein provided for
concurrent training programs.

2.32 .. "Gross immoralitv" means conduct, acts, and practices
which are inconsistent with decency, good oxrder, and propriety of pro-
fessional or personal conduct and/or which are hostile to the wel-
fare of the general public. The word "gross" means willful and
flagrant, rather than great or excessive.

2.33 TM"Person addicted" means one who has acquired the habit
of using spirituous liguors or narcotic or hypnotic drugs or other
agents to such an extent as to deprive him of reascnable self-
control.
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2.324 V"Act" or "uniform Controlled Sustances Act" when used
in these regulations shall. mean and refer to Chapter 60-A of the West
Virginia Cocde as enacted by the West Virginia Legilature in 1971.

2.35 "Administer" means the direct application of a controlled
substance, whether by injection, inhalation, ingestion, or any other
means, to the body of a patient or research sublject by:

(1} a practitioner (or, in his presence, by his authorized
agent), or . _ . :

(2} the patient or research subject at the direction and in
the presence of the practitioner.

2.36 "Manufacture" means the production, preparation,
propagation, compounding, conversion, or processing of a controlled
substance, either directly or indirectly by extraction from sub-
stances of natural origin, or independently by means of chemical
synthesis, or by a combination of extraction and chemical synthesis,
and includes any packaging or repackaging of the substance or labeling
or relabeling of its container except that this term does not include
the preparation or compounding of a controlled substance by an
individual for his own use or the preparation, compounding, packaging,
or labeling of a controlled substance:

(1) by a practiticner as an incident to his administer-
ing or dispensing of & controlled substance in the course of his
professional practice, or

(2) by a practitioner or by his authorized agent under his
supervision, for the purpcse of, or as an incldent to, research,
teaching, or chemical analysis and not for sale.
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Section 3. Registration of Manufacturers, Distributors, &
Dispensers of Controlled Substances

3.01 .General Information

3.02 BScope of Part 301 - Procedures governing the registration
of manufacturers, distributcors, and dispensers of contrclled sub-
stances pursuant to sections 301 through 305 of the Uniform Con-
trolled Substances Act (Chapter 60~-A, West Virginia Code) are set , -
forth generally by those sections and specifically by the sections
of this part. -

(2) The provisions contained herein which regulate the
dispensing or administering of controlled substances are appli-
cable only insofar as they may affect pharmacists, pharmacies and
practitioners as defined in 1-101 of these regulations. In every
instance the saild provisions shall apply to all pharmacists or
druggists; to all pharmacies, drug stores or apothecaries; to every
shop, store, rest home, nursing home, hospital, orphanage, clinic,
home for the aged, governmental agency or institution or other
vlaces, wherein controlled substances, as deiined by Article 1,
Section 101 of the Act (Chapter 60-4, West Virginia Code) are
dispensed or administered. Nothing contained herein shall be taken
to affect the dispensing or administering of controlled substances
by persons or practitioners other than those set forth in this
paragraph.

3.03  Definitions - As used in this part, the following
terms shall have the meanings specified:
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(a) The term "Act" means the "Uniform Controlled Substances
Act (Chapter 60-A, West Virginia Code as adopted by the West Virginia
Legislature 1971)."

(b) The term "basic class" means, as to controlled substances
listed in schedules I and II:

{l) each o¢f the opiates, including its isomers, esters,
ethers, salts, and salts of isomers, esters, and ethers whenever the
existence of such isomers, esters, ethers, and salts is possikle
within the specific chemical designation,
listed in sub-section 308.11 (b} of this chapter;

(2) each of the copium derivatives, irncluding its salts,
isomers, and salts of iscmers whenever the existence of such salts,
iscomers and salts of isomers is possible within the specific chemical
designation, listed in sub-section 308.11 (¢) of this chapter;

(3) each of the hallucinogenic substances, including its
salts, isomers, and salts of isomers whenever the existence of such
salts, ilsomers, and salts of isomerg is possible within the specific
chemical designation, listed in sub~section 308.11 (d) of this chapter;

(4.} @ach of the following substances, whether produced L
directly or indirectly by extbaction from substances of vegetable -
origin, or independently by means of chemical syvnthesis, or by a
combination of extraction and chemical synthesis:

(i) Opium, including raw opium, opium extracts,
opium fluld extracts, powdered oplium, granulated cpium, deodorized
opium and tincture of opium;

(ii) Apomorphine;
(iii} Codeine;
(iv) Ethylmorphine;
(v} Hydrocodone; -
(vi) Hydromorphone;
(vii) Metcpon;
{(viii} Morphine;
(ix) Oxycodone;
(¥} Oxymorphone;
(x1i) Thebaine;
{xii) Mizxed alkaloids of opium listed in sub-section
368.12 (b) (2) of this chapter
(xiiiy Cocaine; and
(xiv) EBcgonine;

(5) Bach of the opilates, including its isomers, esters,
ethers salts, and salts of isomers, esters, and ethers whenever
the existence of such isomers, esters, ethers, and salts is possible
within the specific Themical designation, listed in sub-section 308.12
(¢} of thils chapter; : :
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(6 Methamphetamine, including its salts, isomers and
salts of isomers, or . combination thereof. '

(7) Amphetamines including its salts isomers and slats of
isomers, or combinations thereof. .

(c¢) The term "Board" means the West Virginia Board of Pharmacy.

(d) The term "hearing" means any hearing held pursuant to this
part for the granting denial, revocation, or suspensicon of a regis-
tration pursuant to Article 3, Section 305 of the Uniform Controlled
Substances Act (Chapter 60-A, West Virginia Code).

() The term "person" includes any individual, corporation,
government or governmental subkdivision or agency, business trust,
partnership, asscciation, or other legal entity.

(£) The terms "register" and "registration" refer only to

registration reguired and permitted by Article 3, Section 203 of the
Uniform Controlled Substances Ace (Chapter 60-A, West Virginia Code).

(g} The term "registrant"” means any person who is registered
pursuant to Article 3, Section 3030 of the Uniform Ccntrolled Sub-
stances Act (Chapter 60-&, West Virginia Code).

(h) Any term not defined in this Section shall have the de-
finition set forth in Section 1-101 these regulations or in Section
1-101 of the Act.

3.04 Information; spectial instructicons. - Information re-
garding procedures under these rules and instructions supplementing
these rules.will be furnished upon reguest by writing to the Secretary
of the West Virginia Board of Pharmacy

3.05 Fees for Registration and Reregistration
3.06 Fee amounts.

{a) For each registration or reregistration tc manu-
facture controlled substances, the registrant shall pay a fee of $50.

(b) For each registration or reregistration to dis-
dribute controlled substances, the registrant shall pay a fee of $530.

(c) TFor each registration or reregistration to disperse.
or to conduct research or instructiconal activities with, controlled
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substances listed in schedules II through V, the registrant shall pay
a fee of §5. o

{(d) TFor each registration or reregistration to conduct
research or instructional activities with a controlled substance
listed in schedule I, the registrant shall pay a fee of $5.

(e} TFor each registration or reregistration to conduct
chemical analysis with controlled substances listed in any schedule,

3.07 Time and method of payment; refund. - Registration and
reregistration fees shall be paid at the time when the application for
registration of reregistration is submitted for filing. Payment
should be made in the form of a personal, certified or cashier’s
check or mondy order made payable to "West Virginia Board of Pharmacy”.
Payments made in the form of stamps, foreign currency, or third party
endorsed checks will not be accepted. In the event that the application
is not accepted for filing or is denied, the payment shall be refunded
to the applicant.

3.08 Persons exempt from fee.

(a) The West Virginia Board of Pharmacy shall exempt
from payment of a fee for registration or reregistration the follow-
ing persons:

(1) Any official or agency of the U.S. Army, Navy,
Marine Corps, Air Force, Coast Guard, Vetersns' Administration or
Public Health Service whe is authorized to procure or purchase control-
led substances for officiial use; and

(2) Any official, employee, or other civil officer
or agency of the United States, of any State, or any political sub=
division or agency therecf, who is authorized to purchase controlled
substances, to obtain such substances from official stocks, to dig- .
pense or administer such substances, to conduct research, instruct-
ional activities, or chemical analysis with such substances,
or any combination thereof, in the course of his official duties or
emplovment. : -

(b) In order to claim exemption from payment of a regis-
tration or reregistration fee, the registrant shall have completed
the certification on the appropriate application form, wherein the
registrant's superior certifies to the status and address of the
registrant and to the authority of the registrant to preclinical
research (including guality acgquire, possess or handle controlled
substances).
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(c) Exemption from payment of a registration or reregis-
tration fee does not relieve the registrant of any other reguirements
or duties prescribed by law.

3.09 Reguirements of Registration
3.10 _Persons Reguired to Register. -.

(1) Every person who manufactures, distributes, or dis-
penses any controlled substance or who proposes to engage in the manu-
facture, distribution, or dispensing of any contrxolled substance shall
obtain annually a reglstratlon unless exempted by law or pursuant to .

Begoiidn 3,73:08. 2.7 .II. Only persons actually engaged in such
activities are requlred te obtain a registration; related or affiliated
persons who are not engaged in such activities are not reguired to :
be registered. (For example, a stockholder or parent corporation of

a corporation manufacturing controlled substances is not reguired to
obtain a registration).

3.11 Separate registration for independent activities. -

(a) The following eight groups of activities are deemed to
be independent of each other:

{1) Manufacturing controlied substances;
{2} Distributing controlled substances.
(3) Dispensing narcotic and non-narcotic, and conducting

research with non-narcotic, and conducting instructional activities
with narcotic and non- parcotlc, controlled substances listed in

schedules II through V;

(4) Conducting research with narcotic controlled sub-
stances listed in schedulas II through V;

(5) Conducting research and instructicnal activities with
controlled substances listed in schedule T;

(6) Conducting chemical analysis with controlled sub-
stances listed in any schedule;

(7) Importing controlled substances; and
(8) Exporting controlled substances listed in schedules
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I thrcough IV.

(b) Every person who engages in more than one group of
independent activities shall obtain a separate registration for each
group of activities, except as provided in this paragraph. Any person,
when registered to engage in the group of activities described in each
subpragraph in this paragraph, shall be authorized to engage in the
orindident activities described in that subparagraph without cbtain- -
ing a registration to engage in such coincident activites, provided
that, unless specifically exempted, he complies with all regulrements
and duties prescribed by law for persons registered to engage in such
coincident activities:

(1) A person registered to manufacture or Import
any controlled substance or basic class of controlled gubstance shall
be authorized to distribute that substance or class, but no other
substance or class which he is not registered to manufacture oxr import;

{(2) A person registered to manufacture any controllled
substance listed in schedules II through V shall be authorized to
conduct chemical analysis and contrel analysis with narcotic and non-
harcotic controlled substances listed in those schedules in which 1is
authorized to manufacture;

(3) A person registered to conduct research with
a basic class of controlled substance listed in schedule I shall be
authorized to manufacture such class if and to the extent that such
manufacture is set forth in the research protocel filed with the
application for registration;

(4) A person registered to conduct chemical analysis
with controllaed substances shall be suthorized to manufacture and import
such substances to other persons registered to conduct chemical analy-
sis or instructional activities and to persons exempted from reglis-
tration pursuant to Section 3, 3.0l and 3.08, to export such substances
to persons in other countries performing chemical analysis or enforc-
ing laws relating to controlled substances Or drugs in those countries,
and to conduct instructional activities with controlled substances; and

(5) A person registered to conduct research with
narcotic controlled substances listed in schedules II through V shall
be authorized to conduct research with non-narcotic controlled sub-
stances listed in shedules II through V. :

(¢) A single registration to engage in any group of independent
activities may include either (1) one or more controlled substances
listed in schedules IIL through V or (2) one basis class of controlled
substance listed in schedule I, except that a registration to conduct
chemical analysis may include more than one basic class of controlled
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substance listed in schedule I and also include one or more controlled
substances listed in schedules IT through V.

3.12 Separate registrations for separate locations. -

(a}A separate registration is required foxr each principal
place of business or professional practice at cne general physical
location where controlled substances are manufactured, distributed
or dispensed by a person.

(b} The following locatlons shall be deemed not to be
a place where controlled substances are manufactured, distributed, or
dispeénsed; -

(1) A warehouse where controlled substances are
stored by or on behalf of a registered person, unless such substances
are distributed directly form such warehouse to registrants other than
the registered person or to persons not reguired to register by
virtue of subsection 302 (c) (2) of the Uniform Controlled Substances
Act (Chapter 60-~A, West Virginia Code}:

(2) An office used by agents of a registrant
where sales of controlled substances are solicited, made, or super-
vised but which neither contains such substances (other than substances
for display purposes or lawful distribution as samples only) nor serves
as a distribution point for £filing sales orders; and

(3) An office used by a practiocner (who is register-
ed at another location) where controlled substances are prescribed but
neither administered nor ctherwise dispensed as a regular part of the
professicnal practice of the practitioner at such office, and where
no supplies of controlled substances are maintained.

(¢) A separate registration shall be reguired by every
place reguiring the use of pharmacists, consultants, coordinators or
pharmaceutical services including, but no limited . to, rest homes,
nursing homes, hospitals, clinics, orphanages, homes for the aged,
governmental agencies or institutions whether or not such pharmacists,
consultants or coordinators be registered in another capacity.

3.13 Exemption of law enforcement officials.

(a) The reguirement of registration is waived for the
following persons in the circumstances described in this section:

(1) A&Any officer or emplovee of the Bureau, any
officer of the U.S. Bureau of Customs, any officer or emplcoyee of the
United States Food and Drug Administration, and any other Federal
officer who is lawfully ergaged in the enforcement of any Federal
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Law relating to controllad substances, drugs or customs, and is
duly authorized to possess controlled substances in the course of
his official duties; and

(2) Any cfficer or employee 0of any State, or any
political subdivision or agency thereoi, who is engaged in the en~
forcement of any State or local law relating to controlled substances
and is duly authorized to possess controlled substances in the course
of his cfficial duties.

(3) Any officail exempted by this section may, when
acting in the course of his official duties, possess any contrclled
substance and distribute any such substance to any other official
who is alsc exempted by this Sectlon and act1ng in the course of his
official duties. -

3.14 Exemption of civil defense cofficials.

(a) The reguirement ¢of registration is waived for any
official ¢f a civil defense or disaster relief ocrganization who in the
course of his officigl duties, is authorized to:

{1} Maintain, and distribute for such maintenance,
controlled substances held for emergency use; or

(2} Procure controlled substances for the purpose
of maintaining supplies for emergency use, provided that all of such
procurement is from the U.S5. General Services Administration and in
accordance with the rules cf the U.5. Cffice of Emergency Prepared-
ness.

(b) The reguirement of registration is wailved for any
official of a ¢ivil defense or disaster relief organization during a
state of emergency or disaster within his jurisdiction proclaimed by
the President or by a concurrent resolution of the Congress, which
cfficial, in the course of his official duties, during such emergency
or disaster, is authorized to:

{1) Dispense controlled substances; or

(2} Procure or distribute controlled substances, provided
that all such procurement is on a special "Civil Defense Emergency Order
Form:, ag described in this section.

(c) Civil befensé Emergency Order Forms shall be fur-
nished by the U.S. 0Office of Emergency Preparedness and will contain
the name of the civil defense or disaster relief crganization. Such

forms mav be used and are valid only during a state of emergency oxr
disaster proclaimed by the President or by a concurrent resolution of
the Congresg for the area in which the organizatio using such forms
has CLVll defense or dlsaster relleF jurlsalctlcn, who shall state

) B W - P [ .
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his position and the nature and legal designation of the emergency

or disaster.— Such forms may be filled by any person registered under
the Uniform Controlled Substances Act. The organization shall, upon
the executicon of a Civil Defense Emergency Order Form, be deemed to
be registered under the Uniform Controlled Substances Act, for the
purpoges of recordkeeping pursuant to Section 7 of this chapter.

3.15 Applications for Registration
3.16 Time for application for registration; expiration date

(2) Any person whe is required to be registered and who
is not so registered may apply for registration at any time. No
person reguired to be registered shall in any activity for which
registration is reguired until the application for registration is
granted and Cerfificate of Registration is issued by the West Virginia
Board of Pharmacy to such person.

(b) Any person who is registered may apply to be rere-
gistered not more than 30 days before the expiration date of his
registration.

3.17 Application forms; contents; signature.

fa) If any person ig required to be registered and is not
so registered and is applying for registration:

{1} To manufacture or distribute controlled sub-
stances, he shall apply on the West Virginia Board of Pharmacy Official
Registration Form; :

(2) To dispense narcotic or non-narcotic, or to
conduct research with narcotic-or non-narcetic, or to conduct instruc-
+ional activities with narcotic or.non-narcotic, ceontrolled substances
listed in schedules II through V, he shall apply on the West Virginia
Board of Pharmacy Official Registration Form;

(3) To conduct research on humas or animals on the
effects of narcotic controlled substances listed in schedules IT
through V, he shall apply on the West Virginia Board of Pharmacy
Official Registration Form;

(4) To conduct research with a controlled substance
1isted in schedule I, he shall apply on the West Virginia Board of
Pharmacy Official Registration Form with three copies of a research
protocol describing the research project attached to the form;
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(5) To conduct instructiconal activities with a
controlled substance listed in schedule I, he shall apply as a re-
sgarcher on the West Virginia Board of Pharmacy Official Registration
Form, with two copies of a statement describing the nature, extent, and
duration of such instructional activities attached tc the form; and

(6) To conduct chemical analysis with contrclled
substances listed in any schedule, he shall apply on the West Virginia
Board of Pharmacy Official Regilstration Form.

(by If any person is registered and is applying for
reregistraticn:

{l) To manufacture or distribute controlled sub-
stances, he shall apply on the West Virginia Board of Pharmacy
Official Registration Form;

(2) To dispense narcotic or non-narcotic, or to
conduct research with narcotic or non-narcotic, or to conduct instruc-
tional activities with narcotic or non-narcctic, controlled substances
listed in schedules II through V, he shall apply on the West Virginia
Board of Pharmacy 0Q0£fficial Registration Foxrm;

(3) To conduct research on humans or animalsg on the
effects of narcotic contrclled substances listed in schedules IT
through V, he shall apply on the West Virginia Board of Pharmacy
Official Registration Form;

(4) To continue to conduct research with a con-
trolled substance listed in schedule I under an approved research
protocel, he shall apply on the West Virginia Board of Pharmacy .
Official Registration Form;

(5) To continue o conduct instructional activi
ties with controlled substance listed in schedule I under an approved
instructional statement, he shall apply as a researcher on the West
Virginia Board of Pharmacy Official Registration Form; and

(6) To conduct chemical analysis with controlled
substances listed in any schedule, he shall apply on the West Virginia
Board of Pharmacy 0Official Registration Form;

{(c¢) Each application for registration to handle any
basic class of controlled substance listed in schedule I (except Lo
conduct chemical analysis with such classes), and each application for
registration to manufacture a basic class of controlled substances
listed in schedule II, or to conduct research with any narcotic
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controlled substance listed in schedule II, shall include the West
Virginia Board of Pharmacy Controlled Substances Code Number, as set
forth in Part 308 of this chapter, for each basic class or substance
to be covered by such registration.

{(d) Each application shall include all informaticn
called for in the form, unless the item is not applicable, in which
case this fact shall be indicatedd.

() Each application, attachment, or other document
filed as part of an application, shall be signed by the applicant,
if an individual; by a partner of the applicant if a partnership; or
by an officer of the applicant, if a corporation, corporate,corporate
division, association, trust or other entity. Another person may be
authorized to sign for the applicant, if proof of authority (e.g.,
general power of attorney) accompanies the application.

(£} If the applicant is a pharmacy, as defined in
1.101, it shall be necessary for the pharmacist in charge of the
pharmacy to sign the application; and where the owner of such pharmacy
is a person, as defined in 1.101 of these regulations, other than the
practicing pharmacist, it shall be necessary for such other person,
partnership or corporaticn, corporate division, association, trust or
other entity, to sign the application form as provided in paragraph (e)
of this section in additién to any other persons reguired to sign
said application. )

(g) If the applicant is a rest home, nursing hone,
hospital, orphanage, clinic, home for the aged, govermmental agency oOr
institution, or other place reguiring the use of pharmacist consult-
ants or coordinators of pharmaceutical services, it shall be neces-
sary for Zuch consultant or coordinator to sign the application in
addition to any other persons reguired to sign the application.

3.18 Filing of application; Jjoint filings.

(2) All applications for registration shall be submitted
for Filing to the office of the Secretary of the Board of Pharmacy.

(b) Any person required to obtain more than one reg-
istration may submit all applications in one package.  Each applica-
tion for regquired information. ' '

3.19 Acceptance for filing; defective applications.

(a) BApplications submitted for filing are dated upon
receipt. If found to be complete, the application will be accepted

Page 18




Board of Pharmacy
Leg. Rule 60-A _
Series II, Sec. 3

for f£iling. Application failing to comply with the reguirements of
this part will nct generally be accepted for £iling. In the case of
minor defects as to completeness, the West Virginie Board of Pharmacy
may accept the applicaticn for filing with a regquest to the appli-
cant for additional informaticon. A defective application will be re-
turned_tc the applicant within ten days following 1ts receipt with a
statement of the reason for not accepting the application for filing.
A defective application may be corrected and resubmitted for filing
at any time; the West Virginia Board of Pharmacy shall accept for
filing any application upon resubmission by the applicant, whether .
complete or not.

{b) Accepting an application for filing does not
preclude any subsequent request for additional information pursuant
to 3.20 and has nd bearing on whether the application will be granted.

2.20 Additional Information.

The West Virginia Board of Pharmacy may reguire an appli-
cant to submit such documents or written statements of fact relevant
to the application as 1t deems necessary to .determine whether the
application should be granted. The failure of the applicant to pro-
vide such documents or statements within a rrascnable time after
being reguested to do so shall be deemed to be a waiver by the
applicant of an opportunity to present such documents or facts for
consideration by the West Virginia Board of Pharmacy in granting oxr
denying the application. '

3.21 Amendments to and withdrawal of applications.

(2) An application may be amended or withdrawn without
prermission of the West Virglinia Board of Pharmacy at any time before-
the date on which the applicant recelves an order to show cause pur-
suant to 3.28, or before the date on which a notice of hearing on the
application ig published pursuant to Chapter 60-2, Article 3, Secticn
305 of_ the Act, whichever is gooner. BAn application may be amended
or withdrawn with permission of the West Virginia Becard of Pharmacy
at any time where good cause 1s shown by the applicant or where the
amendment or withdrawal is in the public interest.

{(b) After an application has been accepted for filing,
the request by the applicant that it be returned ¢or the failure oif
the applicant to respond to official correspondence regarding the
application, when sent by registered or certified mail, return
receipt reguested, shall be deemed to be a withdrawal of the appli-
caticn. ' ' ' )
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3.22 Action on Applications for Registration; Revocation or
Suspension of Registration

3.23 Administrative review generally.

The West Virginila Board of Pharmacy may inspect, or

cause to be inspected, the establishment of an applicant or registrant,
pursuant to Article 5 of the Uniform Controlled Substance Act, Chapter’
60-A, West Virginia Code. The West Virginia Board of Pharmacy shall
review the application for registration and other information gathered
by the West Virginia Board of Pharmacy regarding an applicant in order
to determine whether the applicable standards of section 303 of the
Uniform Controlled Substance Act (Chapter 60-2A, West Virginila Code),
have been met by the applicant.

3.24 DApplications for research in schedule I substances.

(a) In the case of an application for registration to
conduct research with contrelled substances in schedule I, the West
Virginia Board of Pharmacy shall determine the gualifications and
competency of the applicant as well as the merits of the research
protocol. The Board, in determining the merits of a research protocol,
shall confer as to effective procedures to safeguard adeguately against
diversion of such controlled substances from legitimate medical or
scientific use. If the Board finds the applicant gualified and compe-
tent and the research protocol meritorious and adequately safe-
guarded, it shall register the applicant unless it finds registration
should be denied for reasons set forth in Article 3, Section 303 of
the Uniform Controlled Substance Act (Chapter 60-&, West Virginia
Code} .

{(b) If the Board is unable to find the applicant
qualified or the West Virginia Board of Pharmacy finds that grounds
exist for the denial of the application, it shall issue an order to
show cause pursuant to 3.29 and, if requested by the applicant, shall
hold a hearing on the application.

3.25 Certificate of registration; denial of registration.

(a) The West Virginia Board of Pharmacy shall issue a
Certificate of Registration Form to an applicant if the issuance of
registration or .reregistration is reguired under the applicable pro-
visions of section 303 of the Uniform Controlled Substance Act
(Chapter 60-3A, West Virginia Code). In the event that the issuance of
registration or reregistration is not required, the West Virginia
Board of Pharmacy shall deny the application. Before denying any
application, the West Virginia Board of Pharmacy shall issue an order
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to show cause pursuant to 3.29 and, 1f requested by the applicant, shall
held a hearing on the application.

(b} The Certificate of Registration shall contain the
name, address, and registration number of the registrant, the activity
authorized by the registration, the schedules and/or Bureau Controlled
Substances Code Number- (as set forth in Part 308 of this Chapter) of
the controlled substances which the registrant is authorized to handle,
the amount of fee paid (cr exemption), and the expiration date of
the registration. The registrant shall prominently desplay the Certi-
ficate of Registration at the registered location.

3.26 BSuspension or revocation of registration.

(2) The West Virginia Board of Pharmacy may suspend
any registration pursuant to secticn 304 (a) of the Uniform Controlled
Substance Act (Chapter 60-2, West Virginia Code).

(b} The West Virginia Board of Pharmacy may revcoke any
registration pursuant to section 304 (a) of the Uniform Contrclled
Substance Act (Chapter 60-A, West Virginia Code).

(c) Before revoking or suspending any registration,
the West Virginia Board of Pharmacy shall issue order to show cause
pursuant to 3.29 and, if requested by the registrant, shall hecld a
hearing. Notwithstanding the requirements of this section, however,
the West Virginia Board of Pharmacy may suspend any reglstratlon
pending a final order.

(d) Upon service ¢of the order of the West Virginia Bocard
of Pharmacy suspending or revoking reglstration, the registrant shall
immediately deliver his Certificate of Registration and any order
forms in hils possession tc the office of the West Virginia Board of
Pharmacy. The suspension or revocation of a registration shall sus-
rend or revoke any individual manufacturing or procurement guota fixed
for the registrant pursuant to Part 303 .c¢f this chapter. Alsc, upon
servie of the order of the West Virginia Board of Pharmacy revoking
registration, the registrant shall, as instructed by the West Virginia
Board of Pharmacy:

(1) Deliver all controllied substances in his pos-
session to the office of the West Virginia Board cof Pharmacy or to
authorized agents of the West Virginia Board of Pharmacy; or

(2) Place all contrclled substances in his possess-
ion under seal as described in Section 304 (o) of the Uniform Control-
led Substance Act (Chapter 60-A, West Virginia Code).
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(e) In the event that revocation or suspension is
limited to a particular controlled substance or substances, the
registrant shall be given a new Certificate of Registration for all
substances not affected by such revocation ¢r suspension; nc fee
shall be reguired to be paild for the new Certificate of Registration.
The registrant shall deliver the old Certificate of Registration and,
if appropriate, any order forms in his possession to the office
of . the West Virginia Board of Pharmidcy. The suspension or reveocation
of a registration, when limited to a particular basic class or classes
of controlled substances, shall suspend or revoke any individual
manufacturing or procurement quota fixed for the registrant for such
class or classes pursuant to part 303 of this chapter. Alsc, the
registrant shall, as instructed by the West Virginia Board of Pharmacy:

(1) Deliver tc the office of the West Virginia Board
of Pharmacy or to authorized agents of the West Virginia Board of
Pharmacy all of the particular controlled substances or substances
affected by the revocation or suspension which are in his possession;
or ;

(2) Plagce all of such substances under seal as
described in section 204 (¢) of the Uniform Controlled Substance Act
{(Chapter 60-2, Wegt Virginia Code).

3.27 Suspension of registration pending final order.

(a) The West Virginia Board of Pharmacy may suspend
any registration simultaneously with or at any time subsecuent to
the service upon the registrant of an order to show cause why such
registration should not be revoked or suspended, in any case where he
finds that there is an imminent danger to the public health or safety.
If the West Virginia Board of Pharmacy so suspends, it shall serve )
with the order to show cause pursuant to 3.29 an order of immediate sus-
pension which shall contain a statement of his findings regarding the
danger to public health ox safety.

(b) Upon service of the order of immediate suspension,
the registrant shall promptly return his Certificate of Registration
and any order forims in his possession to the cffice of the West
Virginia Board of Pharmacy. The suspension of any registration under
this section shall suspend any quota fixed for the registrant pursuant
to Part 303 of this chapter. Also, upon service of the order of
the West Virginia Board cf Pharmacy immediately suspending registra-
tion, the registrant shall, as instructed by the West Virginia Board of
Pharmacy, CT
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(1) Deliver all affected controlled substances in
his possession to the office of the West Virginia Board of Pharmacy
or to authorized agents of the West Virginia Board of Pharmacy; or

(2} Place all of such substances under seal as
described in secticon 304 (c) of the Uniform Controlled Substances
Act (Chapter 60-A, West Virginia Code) .

{(c) Any suspension shall continue in effect until the
conclusion of all proceedings upon the revocation or suspension, in-
cluding any judicial review thereof, unless sooner withdrawn by the
West Virginia Board of Pharmacy or dissolved by a court of competent
jurisdiction. Any registrant whose registration is suspended under this
section may reguest a hearing on the revocaticon or suspension of his
registration at a time earlier than specified in the order to show
cause pursuant tce 3.29, which regquest shall be granted by the West
Virginia Board of Pharmacy, who shall fix a date for such hearing as

early as reasondbly possible.
3.28 Extension of reglstration pending final order.

In the event that an applicant for reregilstration (who
is doing busginess under a registration previocusly granted and not
revoked or suspended) has applied for reregistration at least 30
days before the date on which the existing registration is due to
expire, and the West Virginia Board of Pharmacy has issued no order on
the application on the date on which the existing registration is due
to expire, the existing registration of the applicant shall automati-
cally be extended and continue in effeft until the date on which the
West Virginia Board of Pharmacy so issues its order. The West Virginia
Board of Pharmacy may extend any other existing registration under the
circumstances contemplated in this section even though the registrant
failed to apply for reregistration at least 30 days before expiration
of the existing registration, with or without reguest by the registrant,
if the West Virginia Board of Pharmacy £f£inds that such extension is
not inconsistent with the public health and safety.

3.29 Order to show cause.

(a) If, upon examination of the application for registra-
tion from any applicant and other information gathered by the West
Virginia Board of Pharmacy regarding the applicant, the West Virginia
Board of Pharmacy is unable to make the determinations reguired by the
applicable provisions of Article 3, Section 303 of the Uniform Con-
trolled Substances Act (Chapter 60-A, West Virginia Code), to register
the applicant, the West Virginia Board of Pharmacy shall serve upon
the applicant an corder to show cause why the registration should not
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be denied.

/Rb) If upon information gathered by the West Virginia
Board of Pharmacy regarding any registrant, the West Virginia Board
Of Pharmacy determines that the registration of such registrant is
subject to suspension or revocation pursuant to Article 3, Section 304,
Uniform Controlled Substances Act (Chapter 60-A, West Virginia Code),
the West Virginia Board of Pharmacy shall serve upon the registrant
an order to show cause why the registration should not be revoked or
suspended.,

{c} The order to show cause shall call upon the appli-
cant or registrant to appear before the West Virginia Board of Pharmacy
at a time and place stated in the order, which shall not be less than
30 days aiter the date of receipt of the crder. The order to show
Tause shall also contain a statement of the legal basis for such
hearing and for the denial, revocation, or suspension of registration
and a summary of the matters of fact and law asserted.

(d} TUpon receipt of an order to show cause, the appli-
cant or registrant must, if he desires a hearing, file a reguest for
a hearing. If a hearing is requested, the West Virginia Board of
Pharmacy shall hold a hearing at the time and place stated in the order,
pursuant to Article 3, Section 305 of the Uniform Controlled Substances
Act (Chapter 60-A, West Virginia Code).

(e} When authorized by the West Virginia Beard of Phar-
mact any agent of the West Virginia Board of Pharmacy may serve the
order to show cause. : - . : -

3.30 Hearings.
3.31 Hearings Generally.

{a) In any cause where the West Virginla Board of Pharmacy
shall heold a2 hearing on any regilstration or application therefor,
the procedures for such hearing shall be governed generally by the
adjudication procedures set forth in the Administrative Procedure Act
(Chapter 28-A, West Virginila Cdde), and by the prodedures for hearings
under the Act set forth in Sections 4 and 5 of Chapter &0-A,

(Y Any hearing under this part shall be independent of,
and not in lieu of, criminal prosecutions of other proceedings under
the Act cor any other law of the State of West Virginia or the United
States. - o . o . L

3.32 Purpose of hearing.

Page 24




Board of Pharmacy
Leg. Rule 60-A
Series II, Sect., 3

If reguested by a person entitled to a hearing, the West
rginia Board of Pharmacy, shall hold a hearing for the purpose of
recelving factual evidence regarding the issues inveclved in the
denial, revocation, or suspension of any registration, and the grant-
ing of any applicaticn for registration to manufacture in bulk a basic
class ¢f contrclled substance listed in schedule I cor II. "Extensive
argument shculd nct bhe offered into evidence but rather prresented in
opening or closing statements of counsel or in memoranda or proposed
findings of fact and conclusicns of law.

3.33 Waiver or modification of rules.

The West Virginia Board of Pharmacy or the presiding
officé&¥ (with respect to matters pending before him) may modify or
walve any rule in this part by notice in advance of the hearing, if
it determines that no party in the hearing will be unduly prejudiced
and the ends of justice will thereby bhe served. Such notice of
modification or waiver shall be made a part of the record of the
hearing.

3.34 Burden of prcof.

(2) At any hearing con an applicaticn to manufacture
any controlled substance lisgted in schedule I or II, the applicant
shall have the burden of providing that the regquirements for such
registration pursuant to scetion 303 (a) of the Act (Chapter 60-3,
West Virginia Code) are satisfied. Anyv cother person participating in
the hearing shall have the burden of providing any propositions of
fact of law asserted by him in the hearing.

() t any other hearing for the denial of a registra-
tion, the West Virginia Board of Pharmacy shall have the burden of
proving that the regquirements for such reguirements for such registra-
tion pursuant o section 303 of the Act (Chapter 60-A, West Virginia
Code) are not satisfied.

(c) At any hearing for the revocation or suspension of
a registration, the registrant shall have the burden of proving
that the regquirements for such revocation or suspension to section
304 (a) of the Act (Chapter 60-A, West Virginia Code) are satisfied.

3.35 Time and place of hearing.

The hearing will commence at the place and time designated .
in the order to show cause unless expedited pursuant to 3.27 (¢} but
thereafter it may be moved to a different place and may be continued
from day to day or recessed to a later day without notice other than
announcement thereof by the presidihg officer at the hearing.

Page 25




Board of Pharmacy
Leg. Rule, 60-A
Series II, Sec. 3

3.36 Final 9rder.

As scon as practicable after the presiding officer has
certified the record to_the West Virginia Board of Pharmacy, the
West Virginia Board of Pharmacy shall issue its order on the granting,
denial, revocation or suspension of registration. In the event that
an application for registration to manufaciure in bulk a basic class
of any controlled substance listed in Schedule I or II is granted, or
any application for registration is denied, or any registration is
revoked or suspernde,d the order shall include the findings of fact
and conclusions of law upon which the order is based. The order
shall specify the date on which it is to take effect.

3.37 Modification, Transfier and Termination of Registration.
3.38 Modification in registration

Any registrant may apply o modify his registration to
authorize the handling of additional controlled substances by filing
an application in the same manner as an application for new registr-
ation. No fee ghall be reguired tc be paid for the modification.
The application for modification shall be handled in the same manner
as an application for registration.

3.3%9 Termination of registration.

The registration of any person shall terminate if and
whean such perscn dises, ceases legal existence, disceontinues business
or professional practice, or changes his name or address as shown
on the certificate of registration. Any registrant who ceases
legal existence, discontinues business or professional practice, or
changes hig name or address as shown con the Certificate of Registration
shall notify the West Virginia Board of Pharmacy promptly of such fact.
In the event of a change in name or address, ithe perscon may apply
for a new Certificate of Registration in advance of the effective
date of such change by filing an application and paying the approp-
riate fee in the same manner as an application for new registration.
The application shall be handled in the same manner as an applicaticn -
for registration. '

3.40 Transfer of reéegistratlon.

: No registration or any authority conferred thereby
shall be assigned or otherwise transferred except upon such conditions
as the West Virginia Board of Pharmacy may specifically designate and
then only pursuant to its written consent. '

Section 4.  Security Reguirements

4.01 Security Reguirements
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4.02 Security requirements generally.

(a) All applicants and registrants shall provide
effective/controls and procedures to guard against theft and diversion
of controlled substances. In order to determine whether a registrant
has provided effective contrels against diversion, the West Virginia
Board of Pharmacy shall use the security requirement set forth in
4.03 - 4.05 as standards for the physical security controls and
operating procedures necessary to prevent diversion. Substantial
compliance with these standards may be deemed sufificient by the West
Virginia Board of Pharmacy after evaluation of the overall security
system and needs of the applicant or registrant.

(b) Physical security controls shall be commensurate with
the schedules and guantity of controlled substances in the possession
of the registrant in normal business operations. I a controlled
substance is transferred to a different schedule or a non-contreolled
substance is listed on any schedule, or the guantity of controlled
substances in the possession of the registrant in normal business
operations significantly increases, physical security controls shall
be expanded and extended accourdingly.

(c) All registrants who recelve or transfer substantial
quantities of controlled substances in normal business operations
shall employ security procedures to guard agains in-transit losses.

(d) Physical security controls of persons presently
registered under the Harrison Narcotic Act or the Narcotics Manu-
facturing Act of 1960 shall be deemed to comply substantially with
the standards set forth in 4.02 et seg.: PROVIDED, that the West Vir-
ginia Board of Pharmacy has previously approved them. All such per-
sons shall notify the Board before November 1, 1971, indicating that
prior Board dpproval was given and either describing the physical
security controls or, if such a description has previously been filed
with the Board, stating that such description has been sc¢ filed.
any new facilities or work or storage areas constructed or utilized .
by such persons for controlled substances, which facilities or wozrk
or. storage areas have not been previously approved by the Board,
shall not necessarily be deemed to comply substantially with the
standards set forth in 4.02 et seqg., notwithstanding that such fac-
ilities or work or storage areas have physical security controls
similar to those preveiously approved by the Board. _

4.03 _Other security controls for nonpractitioners

(a) Before distributing a controlled substance to any
person who the registrant does not know to be registered to possess
the controlled substance, the registrant shall make a good faith
inguiry either with the Board of with the appropriate State-con-
trolled substances registration agency, if any, to determine that
the person is registered to possess the controlled substance.
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(b) The registrant shall design and operate a system to
disclose to the registrant suspicious orders of controlled substances.
The registrant shall inform the Office of the West Virginia Board
of Pharmacy of suspicious orders when discovered by the registrant.
Suspicious crders include orders of unusual size, orders deviating
substantially from a normal pattern, and orders of unusual freguency.

(c) The registrant shall notify the 0ffice of the West
Virginia Board of Pharmacy of any theft or significant loss of any
controlled substances upcn discovery of such theft or loss. The
registrant shall also complete the form provided by the Secretary
regarding such theft or loss. : ]

{(d) The registrant shall not distribute any controlled
substance as a complimentary sample to any potential or current
customer (1) without the prior written reguest of the customer, (2)
to be used only for satisfying the legitimate medical nees of patients
of the customer, and (3) only in reascnable guantities. Such reguest
must contain the name, address, and registration number of the cus--
tomer and the name of the specific controlled substance desired.

The regquest shall be preserved by the registrant with other records of
distribution of controlled substances. In addition the reguirements
of Part 305 of the chapter shall be complied with for any distribution
of a controlled substance listed in Schedule I or II.

4.04 Physical security controls for practitioners.

(a) Controlled substances listed in Schedule I shall be
stored in a security locked, substantially constructed cabinet.

(b} Controlled substances listed in Schedules II, III,
IV, and V shall be stored in a securely locked, substantially con-
structed cabinet. However, pharmacies may disperse such subztances
throughout the stock of noncontrolled substances in such a manner as
to obstruct the theft or fiversion of the controlled substance.

(¢) This section shall also apply to nonpractiticners
authorized to conduct research or chemical analysis under another
registration.

4.05 Other security controls for practitioners.

{(a) The registrant shall not employ as an agent or
employee who has access toc controlled substances any person who has
had an application for registration denied, or has had his registration
revoked, at any time. -

(b) The registrant shall notify the 0ffice of the West
Virginia Board of Pharmacy of the loss orxr theft of any controlled
substances upon discovery of such loss or theft. The registrant shall
also complete the necessary form regarding such loss or theft which
forms may ke obtained from the office of the Secretary.
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Section 3. _Labeling and Packaging Reguirements for Contreclled Sub-
stances.

5.01 Labeling and Packaging Reguirements for Controlled Sub-
stances. o

5.02 Scope of Article.

Requirements governing the labeling and packaging of con-
trolled substances pursuant to Section 305 of the Uniform Controlled
Substances Act (Chapter 604 West Virginia Code) are set forth
generally by that section and specifically by the sections of this
part.

5.03 Definiticns.

As usged in this part, the following terms shall have the
meanings specified:

{a) Ther term "commercial container" means anyv bottle,
jar, tube, ampule, or other receptacle in which a substance is held
for distribution or dispensing to an ultimate user, and in addition,
any box or package in which the receptacle is held for distribution
or dispensing to an ultimate user. The term "commercial container"
does not include any package liner, package insert or other material
kept with or within a commercial container, nor any carton, crate,
drug, or other package in which commercial contalners are stored or
are used for shipment of controlled substances.

(b) The term "label"” means any display of written, printed,
or graphic matter placed upon the commercial container of any con- -
trolled substance by any manufacturer of such substance.

(¢} The term "labeling™ means all labels and other written,
printed, or graphic matter (1) upon any controlled substance or any
of its .commercial containers or wrappers, or (2) accompanying such
controlled substance.

(d) The term "manufacture" means the producing, prep-
aration, propagation, compounding, or processing of a drug or other i,
substance or the packaging or repackaging of such substance, or the
labeling or relabeling of the commercial container of ‘such substance,
but does not include the activities of a practitioner who, as an
incident to his administration or dispensing such substance in the
course of his professional practice, prepares, compounds, packages
or labels such substance. The term "manufacture" means a perscon who
manufactures a drug or other substance, whether under a registraticn
as a manufacturer or under authority of registration as a researcher
or chemical analyst.

(e) Any term not defined in this section shall have the
definition set forth in Section 101 of the Act(West Virginia Code
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Chapter 60A).
5.04 .Symbol regquired; exceptions.

(a) Each commercial container of a controlled substance
except for a controlled substance accepted by the West Virginia
Board of Pharmacy pursuant to Section 308 of this chapter, shall have
printed on the label the symbol designating the schedule in which
such controlled substance is listed. Each such commercial container,
if it otherwise has no label, must bear a label complying with the
recuirement of this part.

. j}b} Tach manufacturer shall print upcen the labeling of
each controlled substance distributed by him the symbol designating
the schedule in which such controlled substance is listed.

- (c) The following symbois shall designate the schedule
O?responCLng thereto-

Schedule _- | Symbol
' ?fﬁchedule Itl.. ............. ee..(I or gfi.fs ’ ]
Schedule II....:...........;...(II or C-II. ’
" Schedule III.ewesssss R ..{III or C-III.
_7 7échedule IV e e e e cessonss e eaaas R AY oﬁ C=-IV.
| Schedule Vreeeeannnens .....i..(f;or c-v.

The word;ﬁscbedule, need not be used. ©No distinction
need be mace between narcotic and’ nonnarCOtlc substances.

(a) The svmbol is not requlred en a carton or wvapper in
which a commerical container is_held if the symbol is easily legible
through sucb carton or wrapper.

(e) The ‘symbol is not required on a commercial container -
toc small or otherwise unable to accommodate a label, if the symbol
ig printed on the box or package from which the conmerlcal container
iz removed upon dlscenSLng to an ultimate user.

(:) Tne symboT is not regquired On a commerc1al contalner
contalnlng,_or on the labeling of, a controlled substance heing
-utlllzea in cllnlcal research 1nvolv1ng bllpa<and double bllnd studles.

o (g) The symbel is not requlred on a commer:c::.a'| contalner
containing, or on the labellng, 0f a controlled substance intended
for export from the Unlted States.

T—— - — oo
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5.05 .Locaticon and size of symbol on label.

{(a) The symbol shall be prominently located on the right
upper corner of the principal panel of the label of the commerical
container and/oxr the panel of the commercial contrainer normally
displayed to dispensers of any controlled substance listed in Sched-
ules I through V. The symbol must be at least twe times as large as
the largest type otherwise printed on the label.

(b} In lieu of locating the symbol in the cornsr of the
label, as prescribed in paragraph (z) cf this section, the symbol
may be overprinted on the label, in which case the symbol must be
printed at least cne-half the height of the label and in a contrasting
cclor providing clear visibility against the background color of
the label.

(c¢) In all cases, the symbcl shall be clear and large
enough to afford easy identification of the schedule of the controlled
substance upon inspection without removal from the dispenser's
shelf.

5.06 Location and size of symbol on labeling.

The symbol shall be prominently located on all labeling
other than labels covered by 5.05. In all cases the symbol shall be
clear and large enough to afford prompt identification of the con-
trolled substance upon inspection of the labeling.

5.07 Effective dates of labeling reguirements.

{a} All labels on commercizal containers of, and all
labeling of, a controlled substance which isg listed in any schedule on
June 13, 1971, and which is packaged after December 1, 1971, shall
comply with the requirements of 5.04.

(b) All labels on commercial containers ¢, and all
lakeling of, a controlled substance which either is listed in any
schedule on June 15, 1971, and thereafter transferred to another
schedule or is added to any schedule after June 13, 1971, and which
is packaged more than 180 days following the date on which the
transfer or addition beccmes effective, shall comply with the
reguirements of 3.04.

(c) The West Virginia Board of Pharmacy may, in the
case of any controlled substance, require compliance with the reguire-
ments of 5.04 within a period of time shorter than reguired by this
section if it finds that public health or safety necessitate an
earlier effective date.

(d) Until compliance is reguired under this secticon, the
label on commercial container containing, and the lakeling of, any
controlled substance shall comply with any requirements under Federal
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law as to labels of such containers and as to labeling of such sub-
stances existing prior to the effective date prescribed in this section.

5.08 Sealing of controlled subkstances.

{2} On each bottle, multiple dose, vial, or othexr com-
mercial container of any controlled substance listed in Schedules
I and/or II, and c¢f any narcotic controlled substance listed in
Schedule ITI or IV, there shall be securely affixed to the stopper,
cap, lid, ccvering, or wrapper or such container a seal to disclose
upen inspectleon any tampering or opening of the container.

{b} Any seal accepted for use under Federal law prior to
May 1, 1971, shall be deemed acceptable for use undér this section.

Section 6. _Quotas - Reserved.

Section 7. TRecords and Reports of Registrants.

7.01 General Information
7.02 8Scope of Part 304. o - hal

Inventeory and other reccrds and reports required under
Ar+icle 3, 306 of the Act (Chapter 60A, West Virginia Code) shall
be -in accordance with, and contain the 1nFOfmatlon required by, those
sections and by the sections of this Part. ) -

7.02 Definitions. . -

As used in Lnls Part, the following terms shall have
the meaning srpecified: T

{a) The term "Act" means the Uniform Controlled Sub-
stances Act (Chapter 60A, West Virginia Code).

(b) The term "commercial container' means any bottle,
jar, tube, ampule, or other receptacle in which a substance is held for
distribution or dispensing to an ultimate user, and in additicn, any
box or package in which the receptacle i1s held for distribution or dis- . _
pensing to an ultimate user. The term "commercilal container" does _
not include any package liner, package insert of other material kept
with or within a commercial container, ncr any carton, crate, drug,
or other package in which commercial containsrs are stored or are.
used f£ox shipment of controlled substances.

(¢) The term "dispenser" means an individual practitioner,
institutional practitioner, pharmacy or pharmacmst who dispenses a . _
controlled substance. -

(d) The term "individual practitioner” means a physiclan,
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dentist, veterinarian, or other individual licensed, registered, or
otherwise permitted by the state jurisdiction in which he practices,
to dispense a controlled substance in the course of professional
practice, but does not incliude a pharmacist, a pharmacy, or an
institutional practitioner.

(e) The term "institutional practiticoner" means a hos-
pital or other person (other than an individual) licensed, registered,
or otherwise permitted by the state jurisdiction in which it practices,
to dispense a controlled substance in the course of professional
practice, but does not include a pharmacy.

(£} The term "name" means the 0fficial name, commen ox
usual name, chemical name, or brand name of a substance.

(g) The term "pharmacist" means any pharmacist licensed
by a State to dispense controlled substances, and shall include
assistant pharmacist and pharmacist intern authorized by a State
to dispense controlled substances under the supervision of a pharm-
acist licensed by such State.

(h) The term "readily retrievable" means the certain
records are kept by automatic data processing systems or other elect-
ronic or mechanized recordkeeping systems in such a manner that they
can be separated out from all other records in a reasonable time
and/or records are kept on which certain items are asterisked, red-
lined, or in some other manner visually identifiable apart from
other itmes appearing on the records.

(1) Any term not defined in this section shall have the
definition set forth in Sections 101 of the Uniform Controlled Sub-
stances Act (Chapter 60A, West Virginia Code).

7.04 Persons required to keep records and file reports.

(a) Each registrant shall maintain the records and in-
ventories and shall file the reports reguired by this part, except as
exempted by this section.

(b) A registered individual practitioner is not required
to keep records with respect to narcotic controlled substances listed
in Schedules II through V, which he prescribes or administers in and
lawful course of his professional practice; he shall keep records,
however, with respect to such substances that he dispenses other than
by prescribing or administering.

(c) A registered individual practitioner is not reguired
to keep records with respect to non-narcoitic controlled substances
listed in Schedules II through V which he dispenses in any manner
unless he regularly charges his patients, either separately or together
with charges for other professional services, for such substances soO
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dispensed when his services are the same normally provided by a
pharmacist for control of drug utilization.

7.05 Maintenance of records and inventories.

(2) Every inventory and other record reguired to be kept
under the Act shall be kept by the registrant and be available, for
at least two years from the date of such inventory or record, for
inspecting and copyving by authorized employees of the West Virginia
Board of Pharmacy.

(b} Each registered manufacturer, distributor, importer,
and exporter shall maintain inventories and records of controlled
substances as follows:

{1} Inventories and records of controlled substances
listed in Schedules I and II shall be maintained separately from all
of the records of the registrant; and

{2} Inventories and records of controlled substances
listed in Schedules III, IV and V shall be maintained either separately
from all other records of the registrant or in such form that the
information reguired is readily retrievable from the ordinary business
records of the registrant.

(¢) Bach registered individual practitioner regquired
to keep records and institutional practitioner shall maintain in-
ventories and records of controlled substances in the manner pre-
scribed in paragraph (b) of this section.

(d) Each registered pharmacy shall maintain the invent-
ories and records of contrelled substances as follows:

¢ (1) Inventories and records of all controlled substances
iisted in Schedules I andéd II ghall be maintained separately from all
other records of the pharmacy, and prescriptions for such substances
shall be maintained in a separate prescription file; and

(2) Inventories and records of controlled substances
listed in Schedules III, IV, and V shall be maintained either
separately from all other records of the pharmacy or in such form
that the information required is readily retrievable from crdinary
business records of the pharmacy, and prescriptions for such sub-
stances shall be maintained either in separate prescription file for
controlled substances listed in Schedules III, IV, and V only, or
in such form that they are readily retrievable from the other pre-
scription records of the pharmacy. Prescriptions will be deemed
readily retrievable if, at the time they are initially filed, the
face of thé Prescription is stamped in red ink in the lower right
corner with the letter "C" no less than one inch high and filed in
the usual consecutively numbered prescription file for noncontrolled
substances.
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7.06 Inventory Regulrements
7.07 General reguirements for inventories.

(a) Each inventory shall contain a complete and accurate
record of all controlled substances on hand on the date the in- :
ventory is taken. Controlled substances shall be deemed to ke "on
hand" if they are in the possession of or under the control of the
registrant, including substances returned by a customer, substances
ordered by a customer but not yet invoiced, substances stored in
a warehouse on behalf of the registrant, and substances in the pos-
session of employees of the registrant and intended for distribution
as complimentary samples.

(b) A separate inventory shall be made by a registrant
for each registered location. _In the event controlled substances in
the possession or under the control of_the registrant at a location
for which he is not registered, the substances shall be included in
the inventory of the. registered location to which they are subject to
control or to which the person possessing the substance is responsible.
Each inventory for & registered location shall be kept at the reg-
istered location.

(c) A separate inventory shall be made by & registrant
for each independent activity £for which he is registered, except as
provided in 7.14. .

(d) A registrant may take an inventory on a date that
is within foir days of his biennial inventory date pursuant to
7.09 if he notifies in advance the West Virginia Board of Pharmacy
in his region of the date on which he will take the inventory. A
registrant may take an inventory either as of the opening of business
or as of the close of business on the inventory date. The registrant
shall indicate on the inventory records whether the inventory is
taken as of the opening or as of the close of business and the date
the inventory is taken.

(e) An inventory must be maintained in a written, type-
written or printed form. An inventory taken by use of an oral
recording device must be promptly transcribed.

7.08 Initial inventory date.

(a) Every person reguired to keep records who 1is pro-
visionally registered on June 15, 1971, shall take an inventory of all
stocks of controlled substances on hand on that date in accordance
with 7.11 - 7.14 as applicable.

{(b) Every pserson regquired to keep records who is reg-
istered after “June 135, 1971, and who was not provisionally registered
on that date, shall take an inventory of all stocks of controlled
substances on hand on the date he first engages in the manufacture,
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distribution, or dispensing of controlled substances, in accordance
with 7.11 - 7.14, as applicable.

7.09 Bilennial inventory date.

Every two years following the date on which the initial
inventory is taken by a registrant pursuant to 7.08, the registrant
shall take a new inventory of all stocks of controlled substances on
hand. The biennial inventory may be taken (a) on the day of the year
on which the initial inventory was taken or (b} on the registrant's
regular general physiceal inventory date, if any, which is nearest
to and does not vary by more than six months from the biennial date
that would otherwise apply. If the registrant elects . to takse the
biennial inventory on his regular general physical inventory date or
ancther fixed date, he shall notify the West Virginia Board of Pharmacy
of this election and of the date on which the biennial inventory will
be taken.

7.10 Inventory date for new controlled substances.

On the effective date of a rule by the West Virginia Board
of Pharmacy pursuant to Article 2, 201 (a) of the Act (Chapter 604,
West Virginia Code}) adding a substance to any schedule of controlled
substances, which substance was, immediately prior to that date, not
listed on any such schedule, every registrant reguired to keep records
who 1is manufacturing, distributing or dispensing that substance shall
take an inventory of all stocks of the substance on hand. Thereafter
such substance shall be incliluded in each inventoryv made by the reg-
istrant pursuant to 7.08. ’ :

7.11 Inventories of manufacturers.

Each registered manufacturer shall include the following
information in his inventorv:

{(a) For each controlled substance in bulk form to be
used in (or capable of use in) the manufacture of the same or other
controlled or non-controlled substances in finished form:

{1) The name of the substance; and

{2) The total guantity of the substance to the nearest.
metric unit weight consistent with unit size (except that for in-
ventories made in 1971, avoirdupols welghts may be utilized where
metric weights are not readily available).

(b) FPor each controlled substance in the process of manu-
facture on the inventory date:

(1) The name of the substance;
{(2) The guantity of the substance in each bateh and/or
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stage of manufacture, identified by the batch number or other approp-
riate identifyving number;

{3) The physical form which the substance is to take
upon completion of the manufacturing process (e.g. granulations, tab—
lets, capsules, or solutions), identified by the batch number or
cther appropriate identifyving number, and if possible the finished form
of the substance (e.g. 1l0-milligram tablet or 10-milligram concentration
per fluid cunce of milliliter) and the number or volume thereof; and

(c} For each controlled substance in f£finished form:
{1} The name of the substance;

(2) Each finished form of the substance (e.g., l1l0-milligram
tablet or 10-miiligram concentration per fluid ocunce or milliliter);

(3) The number of units or volume of each finished
form in each commercial container {e.g., l00-tablet bottles or six 3-
milliliter vials).

(£) The total guantity of the substance in all forms to
the nearest metric until weight.

{d) Tor each controlled substance not included in para-
graphs {a), {(b) <cr (c) ©of this section (e.g., damaged, defactive or
impure substances awaiting disposal, substances held for guality con-
trol purposes, or substances maintained for ektemporaneous com-—
poundings) :

(l) The name ©f the substance;

(2) The total quantity of the substance to the nearest
metric unit weight or the total number ©f units of finished form; and

{3) The reason for thé substance being maintained by
the registrant and whether such substance is capable of use in the
manufacture of any controlled substance in finished form.

7.12 Inventories of distributors

Each registered distributor shall include in his in-
ventory the same information required of manufacturers pursuant to
7.11 (¢) and (d).

7.13 Inventories of dispensers and researchers.

Fach person registered to dispense or conduct research
with controlled substances and reguired to keep records pursuant to
7.04 shall include in hisg inventory the same information required of
manufacturers pursuant to 7.11 (c) and (d). In determining the number
of units of @ach finished form of a contreolled substance in a
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commercial container which has been opened, the dispenser shall do
as follows:

{a} If the substance is listed in Schedule I or II, he
shall make an exact count or measure of the content, and

(b) If the substance is listed in Schedule II1I, IV, or .
V, he shall make an gstimated count or measure of the contents, unless |
the container holds more than 1,000 tablets or capsules in which case
he must make an exact count of the contents.

7.14 Inventories of importers and exporters.

Each registered importer or exporter shall include in
his inventory the same information reguired of mantfictures pursuant
to 7.11 (a), (c) and (d). Each registered importer and exporter who
is also registered as a manufacturer or as a distributor shall include
in his inventory as an importer or exporter only those stocks of con-
trolled substances that are actually separated from his stocks as a
manufactirer or as a dostrihutor (e.g., in transit or in stcocrage for
shipment) .

7.15 Inventories f£or chemical analysts.

Each analytical laboratory registered to conduct chemical
analysis with controlled substances shall include in its inventcry the
same information reguired of manufacturers pursuant to 7.11 (a), (o),
and (d) as to substances which have been manufactured, imported, or
received by the laboratory conducting the inventory, if less than 1
kilcgram of any controlled substance (other than a hallucinogenic con-
trolled substance listed in Schedule I), or less than 20 grams of a
hallucinogenic substance listed in Schedule I, (other than lysergic ,
acid diethylamde), or less than 0.5 gram of lysergic acid diethylamide,
is on hand at the time of inventory, that substance neednot be included
in the inventory. Laboratores of the West Virginia Board of Pharmacy
may possess up o 130 grams of any hallucinogenic substance in Sch-
edule I without regard tc a need for an inventory of those substances.

7.16 Continuing Records
7.17 General requirements for continuing reccrds.

(a) On and aftér June 15, 1971, every registrant required
to keep records pursuant to 7.04 shall maintain on a current basis
a complete and accurate record of sach such substance manufactured,,
imported, received, sold, delivered, exported, or otherwise disposed
of by him, except that no registrant shall be reguired to maintain
a perpetual inventory.

(b) Separate records shall be maintained by a reglstrant
for each registered location except as provided in 7.05 (a). In the
event controlled substances are in the possession or under the control
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of a registrant at a loccation for which he 1s not registered, the
substances shall be included in the records of the registered location
to which they are subject to control or to which the perscon possessing
the substance isg responsible. .

{c) Separate records shall be maintained by a registrant
for zach independent activity for which he is registered.

(d) In recording dates cf receipt, importation, dis-
tribution, exportation, or cother transfer, the date on which the
controclled substances are actually recelved, imported, distributed,
exported, or otherwilise transferred shall be used as the date of
receipt or distribution c¢f any documents of transfer (e.g., in=
volces or packing slips).

7.18 Records of manufacturers )
Each registered manufacturer shall maintain records
with the following information:

{a) For sach contrclled substance in bulk form to be
used, or capable of use in, or being used in, the manufacture of
the same or other controlled or noncontrolled substances in finished
Form: ' ' o

(1} The name of the substance;

(2) The guantity manufactured in bulk form by the
registrant, including the date, quantity and batch or other identif-
ving number of each batch manufactured; '

(3) The guantity recelived from other person, including
the date and guantity of each receipt and the name, address, and
registration number cf the other person from whom the substance was
regeived; - ,

{4) The guantity imported directly by the registrant
(under a registration as an importer) £for use in manufacture by him,
including the date, guantity, and import permit or declaration num-
ber for each importation;

(3) The guantity used to manufacture the same sub-
stance in finished form, including:

{1) The date and bkatch or other identifying number
of each manufacture; -

(11) The gquantity used in the manufacture;

(11i) The finished form (e.g., 10 milligram talbets or
10-milligram concentration per f£luid ocunce or-milliliter);
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(iv) The number of units of finished form manufactured;
(v) The guantity used in quality control;

{vi) The quantity lest during manufacturing and the
causes therefore, 1f known;

{vii) The teotal guantity of the substance contained in
the finished form;

{(viii) The theoretical and actual yields; and

{ix)} Such other informaztion as i1s necessary to account
for all controlled substances used in the manufacturing process;

{6) The guantity used to manufacture other controlled
and noncontrolled substances, including the name of each substance
manufactured and the information reguired in subparagraph (3) of
this varagraph;

(7) The guantity distributed in bulk form to other
perscons, including the date and guantity of each distribtuion
and the name, address, and registration number of each person to
whom a distribution was made;

- [8) The guantity exported directly by the registrant
(under a registration as an exporter), including the date, guantity,
and export permit or declaration number of esach exportation;

(3) The guantity distributed or disposed of in any
other manner by the registrant (e.g., by distribution of complimentary
samples or by destruction), including the date and manner of dis-
tribution or disposal, the name, address, and registrzstion number
of the perscn tc whom distributed and the quantity distributed or
disposead. - S ' -

(b)) For each controlled substance in finished form,
(1) The name of the substance;

(2) Each finished form (s2.g., i10-milligram tablet ozr
10-milligram concentration per fluild ounce or milliliter) and the
number ¢f units or volume of finished form in each commercial con-
tainer (e.g., 100-tablet bottle or 3-milliliter wvial); ‘

(3) The number of contalners of each such commercial
finished form manufactured from bulk form by the registrant, in-
cluding the information reguired pursuent to subparagraph (5) of
paragraph (a) of this section;
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(4) The number of units of finished forms and/ocr com-
mercial containers received from other person, including the date
of and number of units and/or commercial containers in each receipt
and the name, address, and registration number of the person Irom
whom the units were received;

(5) The number of units of finished forms and/ocr com-
mercial containers imported directly by the registrant (under a reg-
istration as an importer), including the date of and the number of
units and for commercial contrainers in each importation;

(6) The number of units and/or commercial containers
manufactured by the registrant from units in finished form receilved
from others or ilmported, including;

(1) The date and batch or other ildentifying number
of each manufacture;

(ii) The operation performed (e.g., repackaging or
relabeling);

(11ii) The number of units of finished form used in the
manufacture, the number manufactured and the number lost during manu-
facutre, with the causes therefore, i1f known; and

(iv} Such other information as 1s necessary to account
fo all ¢ontrolled substances used in the manufacturing process;

(7) The number of commercial containers distributed
to other persons, including the date of and number of containers in
each distributicon, and the name, address, and registration number
of the person to whom the containers were distributed.

(8) The number of c¢ommercial containers exported
directly by the registrant (under a registration as an exporter),
including the date, number of containers, and expert permit oxr
deglaration number for each exportation; and

(8) The number of units of finished forms and/or com-
mercial containers distuted or disposed of in any other manner by the
registrant (e.g., by distribution of complementary samples or by
destruction), including the date and manner of distribution or
disposal, the name address, and registration number-of the .person to
whom distributed, and the guantity in finished form distributed or
disposed. :

7.19% Records for distributors.

Each registered distributor shall maintain records
with the following information for each controlled substance:

1=
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{a) The name c¢f the substance;

{) Each finished form (e.g. lO~-milligram tablet or 10-
milligram concentration per fluid cunce or milliliter) and the num-
ber of units or volume of finished form in each commercial container
(e.g. 100-tablet bottle or 3-milliliter wvial};

(c}) The number of commercial containers of each such -
finishad form received f£rom other person, including the date of and
number cof containers in each receipt and the name, address, and reg-
istration number of the perscon from whom the contailners were received;

(d) The number of commercial contalners of each such
finished form imported directly by the registrant (under a registration
as an importer), including the date of and the number of containers
in each ilmportation;

() The number of commercial containers of each such
finished form distributed to other persons, including the date cf -
and number of containers in each distribution and the name, address,
and registration number of the person to whom the containers were
distributed;

(f) The number of commercial containers of such f£in-
ished form exported directly by the registrant {(under a registration
as an exporter), including the date of and the number of containers
in each exportation; and

(g} The number of uniis or velume of finished forms
and/or commercial containers distributed or disposed of in any other
manner by the registrant (e.g., by distribution as complimentary
gamplesg), inciluding the date and manner of distribution or disposal,
the name, address, and registration number cf the person toc whom
distributed, and the guantity of the substance in finished form
distributed or disposed.

7.20 Records for dispensers and researchers.

Each person registered to dispense or conduct research
with controlled substances and regquired to keep records pursuant to
7.04 shall maintain records with the rollow;ng information for
each controlled substance:

(&) The name of the substance;

(b) Each finished fo¥m (e.g., 10-milligram tablet or
I0-milligram concentration per fluld ocunce or milliliter) and the
number of units or volume of finished form in each commercial con-
tainer {(e.g., 1l0C0-tablet bottle cor 3-milliliter wvial);
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(c) The number of commercial containers of each such
finished form received from other persons, including the date of
and number of gontainers in each receipt, and the name, address, and
registration number of the person from whom the containers were
received;

(&) The number of units or volume of such finished form
dispensed, including the name and address of the person to whom it
was dispensed, the date of dispensing, the number of units or volume
digpensed, and the written or typewritten name or initials of the
individual who dispensed or azdministered the substance on behalf of
the dispenser; and

(2) The number of units cor veolume of such finished
forms and/or commercial containers disposed of in any other manner
by the registrant, including the date and manner c¢f disposal and
the gquantity of the substance in finished form disposed.

e 7.21 Records for importers.

Each registered 1lmporter shall maintain records with
the following informaticn for each controlled substance:

{a} The name of the substance;

(b} The guantity (or number of units or volume in
finished form) imported, including the date, guantity {(or number of
units or volume), and import permit or declaration number for each
importation;

{c) The quantity (or number of units or volume in fin-
ished form) distributed to other persons, including the date and
guantity (or number cof units or volume) ©f each distribution and
the name, address and registration number of each person to whom a
distribution was made;

{d) The guantity disposed of in any other manner by
the registrant (except guantities used in manufacturing by an
importer under a registration as a manufacturer, which wuantities
are to be recorded purusant to 7.18 (a} (4} or (b) (5), including
the date and manner of disposal and the quantity disposed,

7.22 Records for chemical analysis.

(a) Each person registered to conduct chemical analysis
with controlled substances shall maintain records with the following
information (to the extent known and reascnable ascertainable by
him) for each controlled substance:

{2) The name of the substance;
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(k) The form or forms in which the substance is received,
imported, or manufactured by the registrant (e.g. powder, granulation,
tablet, capsule, o¥ solutlion) and the concentraticon of the sub-
stance in such feorm {(e.g., C.P., U.S.P., W.F., 1l0-miiligram tablet

=

or 1l0-milligram concentration per milliliter);

{3) The total number of the forms received, imported
or manufactured (e.g., 100 tablets, thirty 1l-milliliter vial, or
10 grams of pwder), including the date and guantity of each receipt,
importation, or manufacture and the name, address, and registration
number, if any, of the person from whom the substance was received;

(4) The guantity distributed, exported, cr destroyed
in any manner by the registrant (except guantities used in chemical
analysis or other laboratory work), including the date the manner of
distribution, exportation, or destruction and the name, address,
and registration number, 1f any, of each person wo whom the substance
was distributed or exported.

() Order forms, import and export permits, import
invoices, and export declarations relating to controlled substances
shall be maintained separately from all other records of the reg-
istrant.

{c¢) Records of controlled substances used in chemical
analysis are not reguired.

(d) Records relating to known or suspected controlled
substances received as samples for analysis are not reguired under
paragraph (a) of this section.

Section 8. = Order Forms
Section 9. = DPrescriptions
9.01 General Information.

9.02 Scope of Part 306.

Rules governing the issuance, filling and filing of
prescriptions pursuant to Article 308 of the Act (Chapter 60A
West Virginia Code) are set forth generally in that section and
specifically by the secticns of this part. '

9.03 Definitions

As used in this part, the following terms shall have
the meanings specified: i .

{2) The term "Act" means the Uniform Controlled Subk-
stances Act (Chapter 60A, West Virginia Code).
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(b} The term "individual practitioner” means a physician,
dentist, veterinarian, or other individual licensed, registered, or
otherwise permitted, by the state jurisdiction in which he practices,
to dispense a controlled substance in the course of professicnal
practice, but does not inciude a pharmacist, a pharmacy, or an
institutional practitioner.

(¢) The term "institutional practitioner" means a
hospital or cther person (cther than an individual) licensed, reg-
istered, or otherwise permitted, by the state jurisdiction in which
it practices, to dispense a controlled substance in the course of
professional practice, but does not include a pharmacy.

(@) The term "pharmacist" means any pharmacist licensed
by a state to dispense controlled substances, and shall include an
assistant pharmaclst or a pharmacist intern authorized by a state
to dispense controlled substances under the supervision ¢f a gharma-
cist licensed by such state.

{2) The term "prescription” means an order for medic-
ation which is disgspensed to or .for an ultimate user but does not
include the immediate administration to the ultimate user.

(f) Any term not defined ighthis section shall have
the definition set forth in Article 1 101 of the Act (Chapter 602
West Virginia Ceode). -

2.04 Persons Entitled to Issue Prescriptions.

(2) A prescription for a controlled substance may
be issued only by an individual practitioner who is authorized to
prescribe controlled substances in the State of West Virginia and
licensed to practice herein.

(b} A prescription issued by an individual practitioner
except for Schedule II controlled substance, may be communicated to
a pharmacist by an employee or agent of the individual practitioner.

$.05 Purpose of Issue of Prescription.

(a) A prescription for a contrelled substance to be
effective must be issued for a legitimate purpose by an individual
practitioner acting in the usual course of his professiocnal practice.
The responsibility for the propver prescribing and dispensing of con-
trolled substances is upon the prescribing practitioner, but a
corresponding responsibliity rests with the pharmacist who fills
the prescription. An corder purpcriing to be a prescription issued
not in the usual course of professional treatment or In legitimate
and authorized research i1s not & prescription within the meaning and
intent of Article 3 308 of the Act and the verzon knowingly £illing
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such a purported prescription, as well as the person issuing it,
shall be subject to the penalties provided for violations of
the provisionsof law relating to controlled substances.

{(b) A prescription mayv not be issued in order for an
individual practitioner to cbktain controlled substances for supplying
the individual practitioner for the purpose of general dispensing
to patients.

{c} A prescription may not be Issued for the disgpensing
of narcotic drugs listed in any schedule to a narcotic drug de-
pendent person for the purpose of centinuing his dependence upon
such drugs, except in the course of conducting an authorized clinical
investigation in the development of a narcotic addict rehabilitation
program. : .

9,06 Manner of Issuance of Prescriptions.

211 prescriptions for controlled substances shall be
dated as of, dnd signed on, the day when issued and shall bear the
full name and address ¢f the patient, and name, address, and reag-
istration number of the vractitioner. A practiticoner may sign a
prescripticon in the same manner as he would sign a check or ieagal .
document (e.g. J.H. Smith or Jchn H. Smith). Where an oral order W
is not permitted, prescriptions shall be written with ink or indelible
pencil or a typewriter and shall be manually signed by the practitiocner.
The prescriptions may be prepared by a secretary or agent for the
signautre of a practitioner, but the prescribing practitioner is
responsible in case the prescription deoes not conform in all essential
respects to the law and regulations. A corresponding liability
rests upon the pharmacist who fills a prescription not prepared in
the fcrm prescribed in these regulaticns.

.07 Persons Entitled to Fiil Prescriptions.

A prescription for controlled substances may only be .
filled by a pharmacist acting in the usual course of his professional
practice and either registered individually or emploved in a reg-
istered pharmacy or reglstered institutional practitioner (e.g., 2
hogpital, nursing home, home for the agsed, <¢liniec, ozphanage,
governmental agency or instituticon or cther place of similar character
which dispenses controlled substances). It shall be necessary for
all persons £i1ling prescriptions to compily with all provisions of
Chapter 30 of the West Virginia Code (Michie 1960) and the rules and
regulations promulgated and adopted pursuant thereto insofar as such
provisions and rules and regulations regulate the f£illing of pre-
scriptions.

9.08 Dispensing of Narcotic Drugs for Maintenance Purposes.
The administering or dispening directly (but not pre=
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scriking) of a narcotic drug dependent person for the purpose of
continuing his dependence upon such drugs in the course of conducting
an authorized clinical investigation 'in the development ¢f a nar~
cotic addict rehabilitation program shall be deemed to be within

the meaning ©f the term "in the course of his professional practice
¢r resesarch." Befocre such program is initiated, however, the person
administering or dispensing said narcotic drugs must obtain written
authorization from the Board of Pharmacy.

2.09 Controlled Substances Listed in Schedule II
9.10 Reguirement of prescription.

(2} A pharmacist may dispense a controlled substance
listed in Schedule II, which is a prescription drug as determined
under the Federal Food, Drug And Cosmetic Act, only purusuant to
a written prescription signed by the prescribing individual practit-
ioner, except as provided in paragraph (d) of this section.

{(b) An individual practiticoner may administer or dis-
pense a controlled substance listed in Schedule IX in the course of
his professicnal practice without & prescripticon, subjsct to 9.08.

{c) An institutional practitiocner may administer or
dispense directly (but not prescribe) a controlled substance listed
in Schedule II only pursuant to a writted prescription signed by
the prescribing individual practitioner or to an grder for medicaticon
made by an individual practitioner which is dispensed for inmmediate
administration t¢ the ultimate user.

(d) In the case of an emergency situation, a pharmacist
may dispense a controlled substance listed in Schedule II upon
receiving oral authorization ¢f az prescribing individual practitioner,
provided that: ‘ -

(L} The quantity prescribed and dispensed is limited
to the amount adequate to treat the patient during the emergency
period (dispensing beyond the emergency period must be purusant to
a weltten prescription signed by the prescribing individual practit=~
ioner) ;

{2) The prescription shall be immediately reduced to
writing by the pharmacist and shall contain all information re-
guired in $.06, except for the signature of the prescribing
individual practiticner;

(3) If the prescribing practitioner is not known to
the pharmacist, he must make a reasonable effort to determine that
the oral authorization came from a registered individual practitioner,
which may include a call back tc the practitioner's phone number as
listed in the phone book or telephone directory and/or either gocd
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faith efforts to insure his identity; and

(4) Within 72 hours after authorizing an emergency oral _
prescription, the prescribing individual practitioner shall cause
a written prescription for the emergency gquantity prescribed to be
delivered to the dispensing pharmacist. In addition to conforming
to the reguirements of 9.06, the prescripticn shall have written on
its face "Authorization for Emergency Dispensing," and the date of
the oral order. The written prescription may be delivered to.the
rharmacist in person or by mail, but if delivered by mail, 1t must
be postmarked within the 72 hour pericd. Upon receipt, the dispensing
pharmacist shall attach this prescription to the oral emergency
prescription which has earlier been reduced to writing. The pharm-~
acist shall notify the Bcard of Pharmacy if the prescribing individual
practitioner fails to deliver a written prescription to him; £failure
of the pharmacist to do so shall void the authority conferred by
this paragraph to dispense without a written prescripticn of a
prescribing individual practitioner.

9.11 Refilling prescriptions.

The refilling cof a prescription for a controlled _
substance listed in Schedule II is prohibited.

3.12 Partial f£illing of prescriptions.

The partial filling of a prescription for a controlled
substance listed in Schedule II is permissible, if the pharmacist is
unable to supply the full gquantity called for in a written or emergency
oral prescription and he makes a notation of the quantity supplied on
the face of the written prescription (or written reccrd of the emer-
gency oral prescription)}. The remaining porticn of the prescription may
be filled within 72 hours of the first partial filling, however, if )
the remaining portion is not or canncot be f£illed within the 72 hour
period, the pharmacist shall so notify prescribing individual practit-
ioner: No further guantitv may be supplied bevond 72 hours without a
new prescription.

9.13 Labeling of substances.

The pharmacist filling a written or emergency oral pre- . - __
scription for a contreolled substance listed in Schedule II shall '
affix to the package a label showing date of £illing, the pahrmacy
name and address, the serial number of the prescription, the name of .
the patient, the name of the prescribing practitioner, and directions
for use and cautilonary statements, 1f any, contained in such pre-
scription or reguired by law.

9.14 Filling of prescriptions

All written prescriptions and wriltten records of emergency
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oral prescriptions shall be kept in accordance with requirements of
this chapter. :

- 9.15 | Controlled Substances Listed in Schedules III and IV
9.16 = Regquirement of Prescription.

(2) A pharmacist may dispense a controlled substance listed
in Scheudle III or IV, which is a prescription drug as determined under
the Federal Fcod, Drug, and Cosmetic Act, only pursuant to either
a written prescription signed by a prescribing individual practitioner
and/or an oral prescription made by a prescribing individual
practitioner and promptly reduced to writing by the pharmacist oon-
taining all infdrmation reguired in ¢.06, except for the signature
of the prescribing individual practiticner. ’

(b} An individual practitioner may administer or dispense -
a contrelled substance listed in Schedule III or IV in the course of
his professional practice without a prescription, subject to the
provisions of 9.08. i

(c} An institutional practitioner may administer or
dispense directly (but not prescribe) a controlled substance listed
in Schedules III and IV pursuant to a written prescription signed by
a prescribing individual practiticner, or-pursuant to an cral pre-
scription made by a prescribing individual practitioner and promptly
reduced to writing by the pharmacist (containing all information re-
guired in 9.06 except for the Signature of the prescriking individual
practitioner), or pursuant to an order for medication made by an in-
dividual practitioner which is dispensed for immediate admlnlstratLOb
to the ultimate user, subject to 9.08.

9.17 Refilling c<f Prescriptions.

No prescription for a controlled substance listed in
Schedule III or IV shall be filled or refilled more than & months after
the date on which such prescription was issued and no such prescription
authorized to be refilled mayv be refilled more than five times.
EAch refilling of a prescription shall he entered on the back of the
prescription (cr on another uniformly maintainad aopropirate record,
such as medication records, which indicate prescripition refills),
initialled, and dated by the pharmacist as of the date of dispensing,
and shall state the amount dispensed. If the pharmacist merely initials
and dates the back of the prescription, he shall he deemed to have
dispensed a refill for the full face amount of the prescription.
Additional gquantities of controlled substances liszted in Schedule III
or IV may only be authorized by a prescribing practitioner through
issuance of a new prescription azs provided in 9.16 which shall be =z
new and separate prescription.
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9.18 = Labeling of Substances.

The pharmacist filling a prescription fox a controlled
substance listed in Schedule III or IV shall affix to the package
a label showing the pharmacy name and address, the serial number and
date of the practitioner issuing the prescription, and directions
for use and cautionary statements, if any, contained in such pres-
cription as reguired by law.

2.19 Filing Prescriptions.

All prescriptions for controlled substances listed in
Schedules III and IV shall be kept in accordance with 7.05 (d)} of this
chapter. ; :

9,20 Controlled Substances Listed in Schedule V.
9.21 Regquirement of prescription.

(2) A pharmacist may dispense a controlled substance
listed in Schedule V pursuant to a prescription as required for con-
trolled substances listed in Schedules III and IV in 9.16. A pre-
scription for a controlled substance listed in Schedule V may be
refilled only as expressly authorized by the prescribing individual
practitioner on the prescription; if no such authorization is given,
the prescription may not be refilled. A pharmacist dispensing such
substance pursuant to a prescription shall label the substance in
accordance with 9.18 and file.the prescription in arroxd and with
9.08.

(b} An individual practiticoner may administer or
dispense a controlled substance listed in Schedule V in the course
of his professional practice without a prescription, subject to
9.08

(¢) An institutional practitioner may administer or
dispense directly (but not prescribe) a controlled substance listed
in Schedule V only pursuant to.a written prescription signed by the
prescribing individual practitioner, or pursuant to an oral pre-
scription made by a prescribing individual practitioner and promptly
reduced to writing by the pharmacist (containing all information
required in 9.06 excepf £SF the signature of the prescribing in-
dividual practitioner), or pursuant to an order for medication made
by an individual practitioner which is dispensed for immediate ad-
ministration to the ultimate user, subject to 2.08.

9.22 Dispensing without prescription.

A controlled substance listed in Schedule V may be dis-
pensed by a pharmacist without a prescription to a purchaser at retail,

provided that: .
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(2) Such distributlion is made only by a pharmacist nad
not by a nonpharmacist employee even if under the direct supervision
of a pharmacist (although after the pharmacist has fulfilled his pro-
fessicnal and legal responsibilities set forth in his section, the
actual cash, credit transaction, or delivery, may be completed by a
non-pharmacist); o

(b) Not more than 240 <c. (8 ocunces) ¢f any such sub-
stance contalning opium, nor more that 120 cc (4 ounces) of any other
controlled substance listed in Schedule V, may be distributed at
retail to the same purchaser in any given 48-hour period;

{c) The purchaser is at least 18 years of age;

(d) The pharmacist requires every purchaser of a con-
trolled substance listed in Schedule V not known to him to furnish
suitable identification (including prcof of age where appropriate):

() A bound record book for distributions of controlled
substances listed in Schedule V (other than by prescription) is main-
tained by the pharmacist, which book shzll contain the name and address
of the purchaser, the name and guantity of controlled substance pur-
chased, the date of each purchase, and the name or initials of the
pharmacist who distributed the substancde to the purchaser (the book
shall be maintained in accordance with the recordkeeping regquirement
of 7.05 of this chapter); and

(£) A prescription is not required for distribution or
dispensing ©of the substance pursuant to any other Federal, State or
local law.

Section 10. Miscellaneous

10.01 " Exceptions for Distribution and Disposal. Report of _
Theft.

10.02. Emergency distribution by a Dispenser.

(2) In the event of an emergency, a dispenser may dis-
tribute (without being registered to distribute) a controlled substance
to a second dispenser in order for the second dispenser to dispense
the substance, provided that:

(1) The amount distributed doss not exceed to the amcunt
reguired by the second dispenser for immediate dispensing;

(2) The distribution is recorded as a dispensing by the
first dispehser, and the receipt as a distribution recelved by the
second dispenser, and each dispenger retains a signed resceipt of the
distribution;

-
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(3) The second dispenser 18 registered under the act to
dispense the controlled substance to be distributed to him; and

(4) If the substance is listed in Schedule I or II, an
order form is used as reguired in Part 305 of this chapter.

(b) For purposes of this sectlon, an emergency shall
mean a situation where a guantity of a controlled substance must be
dispensed to _a person who does not have an alternative source for
such substance reasonab1y available to him and the dispenser cannct
obtain such substance through normal distribution channels within the
time required to meet the need of the person for such substance.

10.03 Distributicn of Agqueocus of Oleaginous Soluticns by a
Pharmacist. ' -

A pbarmacmst who is registered to dispense or 1s covered
by another person's registration to dispense may distribute (without
being reglstered to distribute) to a registered pracb1tloner, an
agqueous .or oleaginous solution, in a guantity not exceeding one ounce
at any one time, containing a narcotic controlled substance in a
proportion not exceeding 20 percent of the complete solution, to be
used by the practitioner in the course of his professional pracLlce
for administration to a patient, pfOVlded that a written record is
maintained which indicates the date of the transaction, the name, form
and guantity of the substance, the name, address and registration
number of the pharmacist (or other registered person), and the name,
address, and registration number of the practitioner. In the case of
a controlled substance listed in Schedule I or II, an order form shall
be used in the manner prescribed by federal laws and regulations.

10.04 Distribution to Supplier.

A person lawfully in possession of a controlled sub-
stance listed in any schedule may distribute (without being registered -
to distribute) that substance to the person from whom he obtained it
or to the manufacturer of the substance, provided that a written
record is maintained which indicates the date of the transaction, the
name, form and guantity of the substance, the name, address, and reg-
istration number, if known, of the supplier or manufacturer. In the
case of returnﬂng a controlled substance listed in Schedule I or
IT, an order form shall be used in the manner prescribed by federal
laws and regulations.

10.05 Distribution Upon Discontinuance or Transfer of
Business. :

Any registrant desiring to discontinue or transfer
business activities altogether or with respect to controlled substances
shall notify the Board of Pharmacy immediately, and on _such notification
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shall submit a complete and detailed closing inventory of all con-
trolled substances in the registant’s possession.

Furthermore, it shall be necessary that the reguirements
of 10.05 of the regulaticons implementing the Federal Controlled Sub-
stances Act be complied with.

10.006 Disposal of Controlled Substances.

Compliance with federal law and regulations shall be
deemed in compliance with this section.

10.07 Reporting Theft of Drugs.

In the event of any controlled substances being stclen,
it shall be the duty of the registrant to submit a Report of Drug
Theft with the Board of Pharmacy. A copy ©of the report to be filed is
attached hereto. -
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