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Dear Sir:

I am responding to a memo from Fredric J. George,
Deputy Attorney General, regarding a requirement that a
certified copy of all previously adopted or proposed
rules and regulations be filed with the Secretary of
State prior teo Jsnuary 1, 1983.

I am, therefore, forwarding you a certified copy
of all adopted rules and regulations filed prior to
. January 1, 1983, I certify that this is a true and
actual copy of the rules and regulations adopted
according to Chapter 29A, Article 2, Section 5, of the
West Virginia Code of 1931, as amended.

Yours very truly,
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C. Herbert Traubert
Secretary
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February 15, 1979

Juines Manchin

Sccretary ol Stute
Capitol Building
Chiarleston, W, Va., 25305

Doar Sir:

The West Virpinia Board of Pharmacy has been
. informed by the Office ol the Attorney General that
Article 14, Scctlon 2, "Uratuitles" and Article 15,
. Section 7, '""False or Mislecading Advertising'' are in
viclation of the provision of the West Virginia Anti-
Trust Act.,

Thercflore, the West Virginia Board of Pharmacy
has taken approprlate action that the said articles,
Article 14, Scction Z, "Cratuities" and Article 15,
Section 7, "Palse or Misleading Advertising' of the
oflicial regulutions of the West Virginia Board of
Pharmwacy be repenled and proper notice be given.

Yours very truly,

Herbort Traubort
Hilwdp = Secretary
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- BOARD MEMBERS .
C HFHRIAT TRAUBEHRT

GUY N LANG, MOORIFIELD
e JOHN P PLUMMER, FAIRMONT
N S HOVENIZEMN HL UMD
TAUL A THUMBO, JR, 5 CHARLLSTUN
C. HERBERT TRAUBERY, | Ot LANSBLE

OFFICE LOCATE AT
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- INBPECTORS - TELF PHLNE 304 327 1276

VIRGIL R HERTION, FAHMINT
GEORGQE HARMAM, KEYSER © 777
PALL ONEACRE, HUNDRED

JAMES CLUNNKINGHAM, HUMNTINGTON

NOTICE OF REPEAL OF REGULATIONS

The West Virginia Board of Fharmacy has been informed by
the office of the Attorney CGenceral, Anti-Trust Division, that
Article 14, Section 2, "Gratuities' and Article 15, Section 7,
“False or Misleading Advertising' are in violation of the x
West Virginia Anti~Trust Act,

Therecfore, at a meeting of the West Virginiz Board of
Pharmacy, a motion was duly made that namely Article 14, Section
2, "Cravultlen” and Avticle 15, Seetton 7, "False or Misleading
Advertlsing" of the regulalion: of the West Virglnia Board of
. Pharmacy be repenled.

Therefore, notice 1o hereby given that any porson thoat lhios
any ebjfections to such action miy submit thelr views an to this
action to the West Virginie Board of Pharmacy, 150 Rockdale Road,
Fallansbee, West Virginia 26037, within thirty {(J0) days {rom
the date of February 18, 1979.

Given under my hand this [6th day of February 1979.
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L ) A . S
AN P ERYIITAINYe
C. Herbert Traubert

Seccretary




QFFICE
150 ROCKDALE ROAD

FOLLANSBEE, WEST VA. 28037

®

304-527-1270

Series I & IT Rules and Regulations
Filed with Secretary of State on November 15, 1971

Article II, Section 7, "Security'
Filed with Secretary of State on February 4, 1974

Article II, new section - Section 8, '"List of Drugs & Prices;
Posting Required; Penalties for Failure to Comply."
Filed with Secretary of State om July 14, 1976

Board of Pharmacy R

Article 10, "Drug Product Selection Regulations'
Filed with Secretary of State on August 19, 1980

All rules were Legidlative Rules.

GUY N. LANG, MOOREFIELD
JOHN P. BLUMMER, FAIRMONT

BOARD MEMBERS

VERNON G, MEADOWS, CHARLESTON
SAM KAPOURALES, WILLIAMSON
C. HERBERT TRAUBERT, FOLLANSBEE

LAWRENCE BARKER, DUNBAR
CHARLES SILUMAN, MOOREFIELD
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SERIES ONE

AMENDED
RULES AMD-REGULATICNS
of the
WEST VIRGINIA
BCARD OF PHARMACY

Adopted pursuant to the authority granted to the
West Virginia Board of Pharmacy by the provisions of
Chapter 30, Article 5, of the West Virginie Code of
1961 and filed with the secretary of the State of West
Virginia pursuant to Chapter 294, Article 2, Section 1
of the West Virginia Code,
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INDEX
GENERAL DEFINITIONS
Article 1
GENERAIL PROVISION

Article 2
INTERNSHIP REQUIREMENTS FOR CERTIFICATE

s

Article 3
LICENSURE AND ANNUAL RENEWAL REQUIREMENTS

Article 4
RECIPROCITY: REGISTRATICON OF PHARMACISTS FROM

-

OTHER STATES

Article 5

PROCEEDINGS FOR SUSPENSION OR REVOCATICN OF
LICENSE OR REGISTRATION; EFFECTIVE SUSPENSION
OR REVOCATION TRANSCRIPT; REPORT

Article 6 -

REVIEW BY CIRCUIT CCURT AND SUPREME COURT OF
BOARD'S REFUSAL TO ISSUE SUSPENﬁION OR REVOCATION
CF LICENSE OR REGISTRATICN

Article 7

REFILLING PRESCRIPTIONS

Article 8

PROHIBITIONS ON RESALE

\Article 9

PROHIBITION-ON-SEBETITHEION

DRUG PRODUCT SELECTION REGULATIONS

Article 10
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XI, REGUIATIONS GOVERNING PHARMACY PERMITS

Article 11

Xil, PROFESSIONAL AND TECHNICAL EQUIPMENT
Article 12

XI1I. SANITARY REGULATIONS OF PHARMACIES
Article 13

X1v, SALE OF DRUGS BY MECHANICAL DEVICES; GRATUITIES;
SHARING COMPENSATION

) Article 14

XV, . RULES OF PROFESSIONAL CONDUCT
Article 15 (

Xvi. PHARMACIST CONSULTANTS AND COORDINATORS OF

PHARMACEUTICAL SERVICES
Article 16

XVIi. LIST OF CONTROLLED SUBSTANCES
Article 17 B

SEE PAGE 94 FOR SERIES TWO REGULATIONS AND INDEX
_FOR CONTROLLED SUBSTANCES ACT REGULATIONS,
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ARTICLT 1. " Definitions
~
Tho SFollowing words and phrases as used in these zules dnd regulawe

tions shkall have the following meanings, unless the context otharwise

pocia ¢Ff the United States, or officizl National Formulery,® or any
7
supplement to any of them; {b) substances intended for usce in the

-

substances Intended for use as a comzonent of an:
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clauses {a), {(®}, or (c) of this subdivision. It does not inclucde
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2., The term Ypolsonous drugh means any drug likely To be costruce

-

o adult human life in cuantities of five grains or less.
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2. The texm “"deletericus drug" nean~ any drug likely 1o bDe Justiuce
tive 1o adult human life in quantities of sixiy grains oxr loss.

L.  Tac teﬁﬁ Yhablt~forming Jrug!" means any dxug which has oecn
oxr may e designated as habli-forming undex the regulaotions promulgeted

n accoxzdance with Section 502 (<) of the Federal Food, Drug and Cosmetic
AST of Juno 23, 1938, or any « mcngm nts, revisions, alieczatic

“lons ox modifications thereof.

.

3. vPutentTor Proprictary Preparation' maans a moedicinal proparaticss
which i3 intonded SSr use in the cure, mitigation, txeatmons or provan-
wlon of Ziscase in man o other animal pursuant to self-diagnsis; ohaa

"' wne sime is Ldentified by and solc under a ‘tre.cié:r.ark, trade name o o

. 0




otlier trade symbol, privately owned or registered with the U.S. Patent
Office; which propaxation is sold in the original and uncopened package
of the manufacturer orx primarxy distributor; which preparation in itself
is not pnisonous; which preparation is sold or offered for sale and is
advertised for sale to thc‘general public by the manufacturcr or primary
distributor; which preparation meets all of the requirements of the
Federal FFoed, Druy and Cosmetic Act,1938 as amcnded and the laws of the
state of West Virginia and reguldtions promulgsted under either of these;
and tho Iabeling of which preparation does not ceontain the legend,
"Caution: Federal Law prohibits dispensing with?ut prescription' or
any other legend or statement of like impoxrt.

Drugs and medicinal preparations considered not safe for sclf-

medication undexr the Food, Drug and Cosmetic Act 1838 as amended arxc

il avnmrl - I‘l‘?"\r\:f\ﬂﬂoz:ﬂ .-?-v‘av:r-s” -\-_nri :}-\,?"l:'i‘ 'l?,: ne~" :..-»'!vc ek R L g

vision and on fhe prescription of a licensed medical practitionex.

6. UConirclled substance" means a drug, substance, ox immediate
precursor in Schedules I through V of Arxticle 2 of Chapter 60A, West
Virginia Code, (Uaiform Controlled Subétances Act).

7. The term 'prescription® ghall be held 1o mean an order for
drugs or medicines or combinations orx mixiures thereof, written or
signed by a duly licensed physician, dentist, veterinarxian or other
medical practitioner licensed to write prescriptions intended for the
treatment ox prevention of disease of man or wnimals. The term "pre-
scription' shall] also include orders for drugs or medicines or combi-
nations or mixtures thercof {transmittced 1o the pharmacist Ly word of
mouth, telephone or other mecans of communication and including chart
orders in institutions by a duly licensed physician, dentist, veterinarian

ox other medical practitioner licensed to write prescriptions: intcnded

‘ 7
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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 pharxmacist and the
record so made by the pharmacist shall constitute the original pre-
scription to be filed by the pharmacist. All such prescriptions shall
be preserved on file for a period of five years, subjeét to inspection
by the proper officer of the law. The above shall apply except that
when controlled subsiance is prescribed The Uniform Controlled Sub-
stances Act and all rules and regulations adeopted pursuant thercto shall
govern such prescription.

8. The term "cosmetic", which shall be held to include "dentrifice®
and "toilet articles", means (a) articles intended %o be rubbed, poured,
sprinkled, ox sprayed on, introduced into, or otherwise applied to the

human body, or any part thereof for cleansing, beautifying, promoting

attractiveness, or altering the appearance, and (b) articles intended
.."" for use as a coinponent of any such articles, except ihat such term

shall not include soap. -~

@. The term "pharmacy" or "drug store" or ”abothecary” shall be

held to mean any place where the practice af pharmacy is conducted and

shall include cvery store or shop or other place {(including, but not

limited to, rest homes, nursing homes, hospitals, corphanages, clinics,

homes for the aged, and governmental agencies or institutions) (a). where

drugs are administerced, dispensced or compounded by or pursuant to the

orders of a duly licensed medical practitioner in ihe course of pro-

fessional practice, oxr where drugs are sold at retail, or displayed

. -

for sale at retail, or (b) where appropriate licensed practitioncrs!

prescriptions are compounded; or (c¢).which has upon it or displayed
. within it, or affixed to or used in connecticn with it, a sign bearing

the woxrd or woxds "pharmacy", 'pharmacist", "apcthecary", "drug store' ..
L]
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“drugs', "druggist!, "medicine", "medicine store", "drug sundriesv,

"remedies", or any word or words of similar or like import; or {(d) wny
store or shop or other place, with respect to which any of the above
words are used in any advertiscment.

1G. The "practice of pharmacy" is the practice concerned wilh the
proparing, compounding and dispensing of drugs, medicines, and medical
supplies used in ihe diagnosis, tre%tment, oxr prevention of discasc,
whether compounded or dispensed on the prescription of a medical
practiticoner, or otherwise legally dispensed or sold, and shall include
the proper and safe slorage, the maintenance of proper records, and
the dissemination of information concerning the therapeutic values and
uses of such drugs and medicines.

1l. "Dispensing" is that aspect of the practice of pharmacy which

< - Ao-.-.p-ct-—-\'-—ﬂ -y +1, t'sw-\ R R e b a s |
STl T T LT R prpa oo
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of a licenscd medical practitioner, including the delivery of the
prescribed medication to the paticnt with consultation.
"Pharmaceutical dispensing' shall not be construed to includce the
prescribing and administering of contrélled subs tances as is included
under the general doefinition of "dispensing" controlled substances
Tound in Awticle Z, Chapter 60A of the Uniform Controllesd Substances

Act.

Q&jj 12. A "sale" is defined as the supplying of drugs and medicincs
for any <onsideration whether charged separately or incorporated with

other charges for professional scrvices., Further, the providing of
patients wiih quantities of drugs and medicines bLeyond thosce amountis
required for immediate administration shall be deemed a sale.

.

13. "Pharmacist" or "Druggist! means any person registered and/or

licensed by the West Virginia Board of Pharmacy to practice the profession

| Z
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of Pharmacy in the State of West Virginia, and whose license is in good

standing.

l4. "Assistant Pharmacist" means any berson licensed by the West
Virginia Board of Pharmacy to practice the profession of pharmacy as
an Assistant Pharmacist, whose license was issued prior t¢ January 1,
1939, and which is in good standing.

15, “"Medical Practitioncx® me&ns an individual physician, dentist,
velerinarian, podiatrist, osteopailh, or other practiticoner duly licensed
to practice in this state by the appropriate professional liccnsing
board and to prescribe drugs nccessaxy in the coursec of professional
practice intended for the treatment or prevention of disease of man

or aninals.

The term "practitioner" as pertains to persons and places handling

Y I [
-

~ T o= e memed = m A Elam m D caan & e P A A la) o~ A ’
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Uniform Conirolled Substance Act shall not be construed to huave the
sane meaning as the definitions for medical practitioners under Chapter
30 of The West Virginia Ceode.

16, The term "Doard® means the Wést Vvirginia Board of Tharmacy.

17. The term "President" means the President of the West Virginia
RBoard of Pharmacy.

18, The term "Vice President' means the Vice President of the
West Virginia Board of Phaxmacy.

19. The term "Seccrctary' means the Secretary of the West Virginia
Board of Pharmacy. . |

20. "Original Drug Store Permit" means a permit issued for a
pharmacy, druq store‘or apothecary under the following conditions:

a. A new business




b. Transfexr of an established business tO o suUCCC3LOD,

c. Transfer of fifty percent or more of the ownercship (as
evidenced by interest listed on renewal application for -
previous years) of an cstablished busincss to a successor.

d. Transfer‘of ownership which results in controlling interest
being acquired by one or more DPErsSOns.

-,

e. A pharmacy ox drug store is moved to. a new 1004t10n.
Only phaxmacy oz drug store permlﬁs issusd und;r Chap;er 30, Article
i1, Scctlon 4 of the West Virginia Cecde shall be considered a rencwal.
2l. The term "Person' means individual, corporation, government

or governmental subdivision or agency, business, trust, estate, trust,

parinership, or association, or any other lcgal entity.

22, "Recognized School of Pharmacy" means a school of pharmacy .
n:nuux_. w;:.v.._:,.:.pc.-k:. k...uu-inuug,u.:.. e LAty T wd U.: .:.au\.; LA.QCJC.LU,;. ;_q_u.\_: VI.L_.U.V:;.,.:.HH ,_u_.,....._.ug,“.\.:.‘
conforms 1o the standards and specifications oxr the equivalent thereof

required Ly the American Council 55 Pharmaceutical Education for
Accreditation.

23. "Intexn” means an individuaal working in a pharmacy or drug
store under the instruction and supervision of a registered pharmacist
preceptor wihio has been duly registered and certified by the Board. The
term "intern" through common usage in the profession has become the
usual texm xeferring to apprentices, externs or interns who are gaining
thelr practical experience during or after their formal college education.
Hereinafter theBoard will use "intern" to refer to individuals registered
witiih the Boaxrd to obtain the practical experience reguircnment.

24, The term I“in‘cc?,x:nsh;i.p" shall be used to describe the practigal

experience requircment, and "one year'!s practical experience' siawi-mean

ER—-dMLTAGe-wo L weel T not-less than=forty hours—for a-periotl f=anteus
5




shall mean gn average work week of not less than forty hours for a
period of one calundar year, except as herein provided for con-
current training programs.

25, "Gross femorality' means comduct, sets, and practices
which are inconusisten: with decency, good order, and propriety of
nrofessional or perscnal conduct and/or which are hostile to the
welfare of the gencral public. The word ''zress' means willful
and flayrunt, ratihier than great or excaessive.

I

26, "Persen Addicrted"” means one who has acquired the habit
of using spivituous ligquors or narcotic or hypnotlic druns or othlier
apents to such an extent as te deprive him of reasvnubie self-
contenl.

27. "Act"” or "uniform Controlled Substances Act' when used
in these repulacions shall mean and refer to Chapter €0A of the
West Virginin Code as unacted by The West Virginia Legislature
in 1971.

28. The term "Brand name' means the proprietary or trade
name soelocted by the manclocturer and placed upon a drug or drug oo
product, its container, label or wrapninig at cthe tlre of packaging.

2. The term "Oeneric name” means the official title of a

drug or drug combination Tor which a new drug application, or an )
abbreviiated paew drug applicaticn has been apnroved by the United L
Stiates Food and Drupy Administration and is in effect.

-

30.  "Subutitute' means to dispense with the practitioner's
express nuthoriracion on a written or oral prescriptisn or by
proctitfoner's taiflure to indjcate his intent to prohibit sush
divpensing of o therarcutleally equivalent generic drus product.

31. a. "iouivalent” means drugs or drug preducts which are
Lho satie amnunts ot fdentieal active fursradivits

" 2o dorae Form, and whicth will provide essen~-
the same therapeutic erficaey apd toxiclty when

sndstered to an individual, .
L. ilervtore, althourh not listed specitlenlly in the
nesative formuelary, nharmacists Aoy not subsLitute:

] S odifferent v ontity or o dffereont chemical
entley than thay pregeribed.

Z. A ditferent salt er ester than that of the product

- prescrilodd iU this changes the therapeutic equiv=
slonmes an /o the Jlaposition o the Jdrup.

3.0 A GilYerent Jesage torm ehan that prescribed, unless
bicovailapility can be assured.

c. T words ”?iu{uqluutnl vﬁfanUfVilvﬂt” ar "Therapeuti-

vl e b bea bt wbel be vans{derad avnoneoons_and

=]y gl Yloavall thiline.
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ARTICLE 2. General Provisions. .. .-

l. Board in Ceneral.
The state board of pharmacy, known as the "West Virginia Bourd

of Pharmacy" shall consist of five practicing pharmacists who shall

be appointed by the goverznox, by and with the advice and conscn{ éf
the Senate. Each member of the Bé&rd, af_the time ©of his appoint=
ment, shall be a citizen and a registered pharmacist of the state of
West Virginiao and aétively engaged in the practice of.pharmacy; ‘,'
2, Qificers of the Board.
The members of the Board shall annually clect as officexs of
said Board, one member 1o scxrve for o pcriod'of one year as president
of the said Board; onec member o serve for a period of one ycar as
Vice President of said Board; and, one member to serve foxr & periocd
oL one year as Secrctary of saild Board, all of whom shall nold thailr

aceir successors are elected saild

b

offices for one year and until i
elcction to be held in the month of June each year.

The Sécretary shall execute a surety bond conditioned as reguxred
by law, which bond shall be approved by the attorney gensral as To Jorm,
and by the auditor as to sufficiency, and when so approved, shall be
filed and recoxded in the officce of the Sceretary of State. The premiunm
on said bond shall be rxegarded as a proper and necessary expense of the
Beoaxd. '

3. Official Seal.

\ -
Tiie Board hercby reaffirms and reodopts, as thoe official seal of

"

the Board the following: the outer circle of the seal has inscribed
therein "West Virginia Board of Pharmacy'; and the inner circle of th
&

scal consists of a base upon which rests a, graduate entwined,about

~ -+

which there is an asclepius scerpent and holding in balance & set of

/0




scales, 1 fwpregssion of which is affixed horxeto:

4, DMeetings ol the Boarxd.

The Board shall held at least two meetings cach ycar ﬁor the
purpose of exanining applicants for license t¢ practice pharmacy in

West Virginia and for the transaction of. such othex

»

legally come before it and it may hold sucn other examination meetings
as it might deem appropriate. I addition thereto, it may hold such
addizional meetings as ma?*be necessary which'shall be called by the
Sceretary at the directicon of the President or upon the writien recguest
of any ihxce memours. |
5., Quorums,
Before any action can.bc talken, on any matter proporly in tho
consideration of the Boarc, at leasg Three members must be in attendance

lace and tiwne set for the meeting of +he Brsws

fu
ck
b
a2
&
h3

of thie nembers in attendance is required before any motion is passed.

6. Location of Office. i | .

The office ¢f ihe Board is, unless otherwise designated by itre
Boaxrd iocated at the office of the Seéretary;

7. Dispositicn of Moneys; Repoxt to Auditox.

The Secretary of the Boaxrd sﬁall receive and account for, all
meneys derived by virtue of the provisions of Chapter 30, Arzicle 1
and Axticle 5 of the West Virginia Code and shall pay such moneys into

the state treasury wmonthly on or before the tenth day of the montn in

-=

which such moneys are received, He shall also, on v..w Lixrst day of
Januvary and Tirst day of July of each yeaxr ox within five days therc-

after, coertify <o the State Audi a detailed stateoment of 211l such

moneys received by hinm during the preceding six nonths.

L 2]

8. Compensation of Members: Expenscs.

7
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Every member of 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 nefessary travel, and shall be reimbursed
for all adual and necessary expenses incurred in carrying out the

provisions of Chapter 30 of the Code of West Virginia applicable to

the Board. ,

The Secretary shall receive such salary as may be prescribed oy
the Board but in proceedings relative to the fixing of his salary,

the Secretary shall have no vote.

-

All authorized compensation and all expenses certified by the
Board as properly and necessarily incurred in the discharge of its
dutieg, shall be paid out of the State Treasury from funds appropriated
for that purpose on warrants of the State Auditor issued on tﬁe

requisition signed by the President and Secretary of the Board.

-

9. Record of Procecdings:, Registration of ‘Applicants: Certified
Coples of Records Prima Fndie Evidence; Report to Governor,
The Sccretary of the Beard shall keep é record of its prececdings
and a register of all applicants for license or reglstration, showing
for each, the date of his appliation, his name, age, educational and
other qualifications, place of residence, whéther an examination was
required, whether the applicant was rejected or certificate of license
or certificate of registratio% granted, the date of such action, the
license or registration number, all renewals of such licease or regis-
tration number, i§ required, and any suspension or revocation thereof.
The books and register of the Board shall be open to public inspection
at all reasonable times, and such books and reglster, or alc0py of any

L]

part thercol, certified by the scocretary and attested by the seal of the -

t

Board, shall be prima facie evidence of all matters recorded thercin.=x
' S




'.,, legislature meets in regular session, the Board shall sulmiit to the

On orx before the firxst day of Janunrxy of each year in whiclh the

governor a xeport of its transactions forxr the preceding one yeaxr, to-
gether with an itemized statement of its receipts and disbursements,
and a full list of the names of all persons licensed or registexcd by it
during such period, certified by the president and ithe sccretary. A °
copy of the repoxt shall bte filed with the Secretary of State, -
10. Rostexr of Licensed or Registered Proctitioncrs.
The Secretaxy of the DBoard shall also prepare and maintain & com-
plete rostexr of the names and office addresses of all porsons Licensed,

or registered, and practicing within or without this state, the profcssion

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 rondictratinm whaneuonr T+ dooma T4 racageary oy Atvrmadd Atk e m~mmrtes o
4 it A ? s L. T -

ACCUrate roster,
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ARTICLE 3. Internshipsy Requircments for certificate.

1. The principal purpese of serving an internship is to acguix
practical experience under the direct supervision and instruction of
a registered pharmacist preceptor in the providing of pharmaceutical
services inclﬁding the compounding and dispensing of prescriptions.

The Board shall cextify intexnship, except as herein provided, only

for an individual:

a. who has made application to the Board for registration as an
intern and who in turn has been issued an intern certificate,
whichh expires after three (3) years from the date of issue, by
the Beard. The intexrn certificate shall beldisplayed atl the
location of interning. B

b. who notifies the Board at least ten (l0) days prior to the

Y ¥ L. < A T ) !A,-..-.A-ip-- —~
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registered pharmacist preceptor.
c. who notifies the Board within ten {10) days subsequent to ter-~
mination of any internship under a pharmacisi preceptor,
d. whose internship is certified by the submission of "Certifica-
tion by Pharmacist as to Internship' form executed by the
pharmacist preceptor immediately after termination of the
internship. (Forms are available from the RBoard of Pharmacy).
2. No intern shall be ceriified by the Board uniess the individual
is enrolled in the last three (3) years of the pharmacy curriculum ox is
a graduate of a recognized school of pharmacy.

3. No credit shall be recelved for experience for any periocd of
time that is concurrent with cnrollmént in a recognized school of .
pharmacy excepi that the Boarxrd may grant three.(B) months ekperience time

L]

for students paxticipating or enrolled in supervised concurxent intern-

e




ship or clinical pharmcy training programsg concurrant withn Ll las<e
vear of the professional pharmacy curriculum,

4. No internship will be certified in a pharmacy or drug stoce in
which the volume of prescription dispensing is less than 10,000 D=
criptions per year, unless any particular or extenuatlng siitustion
warrants deviating from this figure in the judgment and dicorotion of
the Board as provided for in Sections II, IIT and V of Chaptes 20.

5. " Any pharmacist preceptor supervising the practical internsiiin
training shall be a qualified preceptor and employ the training concepts
outlined in a "Guide foxr Preceptors and Interns! availlable through ihe
West Virginia Board of Pharmacy. '

G. The Board may accept internship experience gained outuide the
State of West Virginia on a letter of credit or certificatiun from ihe

Bearxd of Pharmaev of the state in which the annlicani acquired dintarn-

ship experience.

%3




ARTICLE 4. Liceonsure and Annual Renewal; Requirements for

1. Application. =
All applicants for examination shall apply therefor 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 Fifty Qollars ($50.00), which sum the Board
is suthorized to charge for an examination or investigation into
such applicant's qualification to practice. The application shall
be made on a form provided by Lhe Board.
2. Requirements for Application.
a. Age.
The applicant must be not less than eighteen years of age,
proof of which must be shown by a birth certificate, or

other proofl when a birth certificate is not available.

-

“r

b. Citizenship
In order to be registered as a pharmacist, a person shall
be a citiven of the United States, provided that a person
who intends Lo becomne a citizen may satisfy all other
mandatory requirements for licensing priorwto being
naturalized.

c. Moral Character
Bvery application for registration as a pharmacist shall
present to the Board satisfactory evidence that he is a

-

person of good moral character and not addicted to

/&
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drunkenness or the vse of narcotic drugs and that he has
not been convicted of violating the provisions of any

law relating to the practice of pharmacy and that he has
not been convicted of a erime invelving moral turpitude.
PROVIDED, that, an applicant, who has been arrested
pursuvant to Chapter 604, Article &4, Section 401 of the
West Virginia Code, and whe has later been discharged
pursuant to Section 407 ol the same article, may, upon
otherwise having satisfied the requirements of tHs section,
be deemed to have f{ully satisfied'its requirements.
Education

The applicant shall present to the Board satisfactory
cvidence that he is a graduate of a reccognized school of
pharmicy as defined in Article 1 of these rules and
regulations,

Internship

The applicant shall have acqu;red at least nine months of
internship experience under the supervision of a reg-~
istered pharmacist preceptor as defined in A;&icles 1 and
3 of these rules and regulations.

Examinations.

Examinations shall be held at a time and place designated
by the Board, At least thirty days' notice shall be

given by the Board prior to the holding of any examination.

Notlce of such examination shall be gilven by mail to all

/7
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registergd pharmacies or drug stores in the State of

West Virginla as appearing on the roster kept by the
Secretary of the Board as required under Chapter 20,
Article 1, Section 13 of the que‘of West Virginia, and

to such other persons and schools of pharmacy as the Board
may from time to time designate.

A maximum of three days shall be allowed for the examinatiéns,
including written, oral and laboratory.

An applicant must pass a written examination in subjects
determined by the Board as being reasomable, in testing
his technical knowledge; and an applicant must also pass

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 adual practice,

For the purpose of grading or ratingz, answers to the
questions shall be valued by marks or points based on
their imporeance and as deternined by the juldgment of the
examiner. A general average of 75% with not less than

60% in uny writlen subject except the pracgibal examination
wherein not less than 75% is réquired, shall be necessary
for an applicant to pass the examination. An applicant
Fmiling to pass the examination satisflactorily to the
Board.shall at either the first or second succeeding

examination conducted by the Beard, be entitled to a re-

iz




examination without further cost but one such re-examination

shill exhaust his privilege under his original application.

4, Certilicate of Registration.

An applicant who has successlully passed all the oxaminations
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 certiiicate as
a repgistered pharmacist may be prepared for him. The permanent
certilicute of reglstration shall bear a serial nuaber, the [ull
name of the applicant, the date of its iss;nnue, the seal ol the

Board, shall be signed by al least three members ol the Board

and attested by the President and Secretary. Unless otherwise

provided, the Board shall charge a fee of Five Dollars ($5.00)
for every such certificate and a fee of Five Dollars ($5.090) for
duplicate thereoil, which fee\sﬁéii be paid before such certificate
or duplicate is issued, No such certifigatc shall be assignable.
5. Annual Renewal of Repistration.
a. Annual Renewal
Every registered pharnacist, 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
Plarmacy for a rencwal of his reglstration, and shall
trangmit with hig application a Fifteen Dollar ($15.00)

fee. 1: the Board shall find that such applicant has

s
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been legally repgistered in this State, and is entitled
to a renewal ol the certificate it shall isusue Lo binm

a renewal cercificate atlesting that fact.

Notification.

Notitication ol the annual renewul shall be given by the -
secretary of the board 4t least thirty days prior to
said first day of July.

Failure to Rencw.

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

Such person, in order to again become registered,
shall be required to appear personally before the Board
to show cause for permitting the certificate to lapse.

17 such person submits to the Board satisflactory reasons
for allowiny, the certilicate to lapse, and satlslics the
Board by oral, writte; or practical examinatign as to his
gqualilications tu praclice the profession, such person
stiall be reregistered and required to pay for renewal

the same fee as in the case of examination., 1If necessary,

-
the Board may charge an additional fee.

0
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ARTICLE 5. Reciprocity; Registration of Phurmacists Ifxom Other States

1.

Qualifications

The Roard may register.and adinit ito practice as pharmacists in this

statie without examination, such persons as have been legally registered

or licensed as pharmacists in other states, provided:

Qe

b.

(o2

applicant must be at least twenty-one years of age.

the original state in which the applicant is registered must
accord similar recognition to registered pharmacists of the
State of West Virginia. : -

applicantit must be‘in good standing in the sitate of origiqal
licensing; a "reciprocal registration" is not recognized for
reciprocitiy DULPOSCS.

ithe applicant is, in fact, competent and physically and mentally
guaitdlied Lo Julictioll as a phaliiiuis .

the applicant is of good\moral character and is not addicted {o
the use of alcohicl, or centrolled substantes.

the appllicant has not been convicled, fined or had his license
suspended or reovoked for violation of pharmacy, liguor, narcotic
or fcocod and druy laws.

an applicent must Lave originally passcd 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 lest of the applicant's ability to translate his
technical knowledge into terms of actual practice and the applicant
must have made a general average of 75% with not less than 605

in any writien subject and must have made an average of not

L

less than 75% in the practical exanmination.
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applicanls who have become reygilstered since 19450 must have
graduatced frxom a recognized school of pharmacy and in addition
thereto, must have had not less than one year of practical
cxperience as an intern and/or a registered pharmacist.
Applicants who were registered priocr to 1945 must have had not
less than two years of practical experience requirements for
registration as a pharmacist in West Virginia at the time of

their registiration as a pharmacist by examination.

ong—yestal Llne-nust-ave-eFaps cd—s ince—tie—apy! tearrtaeaunned

At Ficate or—licencoby~Txmmirrtion. I an applicant has
not been engaged as a practicing pharmacist as cvidenced by

an employcr's affidavit during the year dmnmediately prior to

applicaticon for reciprocity, the Erarxrd will determine competency to

practice by a practical examination.

applicants must become fumiliar with the West Virginia laws and

regulations governing the -practice of pharmacy and the rules of

professional conduct established by the Board.

applicants for reciprocity and ‘others coming into West Virginia

from other states are warnced net to accept positions as phoarma-

cists or to attempt to work as pharmacistis until’such time as
they receivad o certificate of registration from the State of
Wesi Virginia.

Application.

A preliminary application form obtained Ixom the Secretary of
-

the National Association of Reards of Pharmacy shall be comple
by the applicant informing him in which stiate or states the

applicant has previously registered and in what state he wishe

tad
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inter submitled with a fee of Seventy-Five Dollars

)

i
o
P
i
‘—l

= (3275.00) to the Sccrelary of the National Asscciation of
Roards of Pharmacy, 77 West Washington Street, Chicago,
f11lincis.
Cn raecelving the application for licensing by réciprocity,
i{hie Natlonal Association of Boards of Pharmacy contacté
anthorities in states where-sthe applicant may have been
licenscd to gecure verificgtiOn, and, in addition, runs a
character check on all applicants. An applicant who posscsses
the necessary qualifications will be supplicd with the appli=-
cation forms wnich must be completed and submitted with the
raequired supporting documents to the Secretary of this Board
with a foe of Fifiy Dollars ($50.00) plus Five Dollars ($3.00)

for tho certification fee,

"*ﬂ b, The application must include ithe following:

{1). & ceriified copy of proof of expcrience, or original
preccpior's affidavit proving same, hat were f£iled by
applicant when he teok the examination in the state fioa
whtiich he applies;

a recent bust photograph with a statement therxeon, signed

TJ
N
L3

by the applicanti, affirming that it is a photograph of said
applicant and has been made within the previous 12 months.

3. Appearance Belore Board.

Applicants for registration by reciprocity are required to appear
boefore the Doard Jt such time as directed, for checking of credentials,
interview, and such questioning and investiigation as may be necessary to

stermine the fitness of the applicant to practice in West Virginia. Mis-

ropresenlaiions shall serve to void any registration that may be granted.

. ™
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ARTICLE S Preccoedings for Suspension or Roevecation of
Liccnse ox Registration; Effective Suspension
oxr Revecation; Transcript; Report.

{1} In all proceedings gefore the Board fox the suspene
sion oxr revocation of any liccnse ox registration, a state- .
ment of the charges against the holder therxeof and a notice
of the time and placéwof hearing shall be served upon such
person as a notice is ;crvediunder § 1, Article 2, Chaptex
56 of the Code of West Virginia at ioast thirty days prior

t+0 the hearina and he mav amnneay with witnocesss and bHe heard

in person, by counsecl, ox both.

H,
O
H

(2) Te Boaxd may take such oral or writien proof

or against the party charged as it muy deem advisable.

(3) The Boaxd shall have the power to compel the attende

ance of witnesses and to take testimony concerning any prood

“on matters within its juwxisdiction and foxr such purposes, the

president and secreotaxry of the Board shall have the power ©

administer ocath.,

(4) XL, upon such hearing, the Board finds that such

‘chaxges are txrue, it wmay suspend, ox rovoke the cextificate
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of registralion and such suspension ur revocation shall take
from the person, all rights and privileges acquired thezeby.

A stenogrophic report of cach proceeding to suspend or revoke
such certificate of registration shall be made at the expense
of the Board and a transcript thercof retained in its files.
The Board shall make a wriiten report of its findings which
shall constitute part of the fecord and copies therccf shall

e filed with the sccretary of state and wiith thoe appropriate
ofifice of a sisicr state and with the secretary of the Naticnal
Association of Beoards of Pharmacy if a reciprocal licensce ic

-

invaelved.

{(5) Tha following rules of procedure shall control cuch
hearing before the Board.

A, Hearinas for the revocation. cancellation. or sus-
pension of a license or a permit,

(a) Initiating proceedings before ithe Beoard, proceadings
for revocalion, cancellation or suspension of a liccense ox
permit before Lhe Board shall be begun by filing charges with
the Board in writing and under cath. Said charges may be made
by any person or DErsons.

(b) Setiings: The president of the Board shall set a
time and a place for hearinﬁs on the revocation, cancellation
or suspensicn of a license or a permit.

(c) Representation: At any hearing the respondent
shall have the right to appcar either personally or by counsel,
or Lotih, to produce witnesses cor evidence in his behalf, to

cross examine witnesses and to have subpoenas issued by the

s
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Board.

() Recording of learings: A record of proccedings at
hearings may bo made in shorihand or by mechanical or eclectronice
recordings at the discretion of the president of Lhe Roard or
other person presiding over the hearing.

{e} The Board may deputize an employce to conduct the
questioning at any hearing. it shall be the dutly of such appointee
to require an orderly prescntation in accordance with these rules.

B. rder of Prescntation.

(a) When any licensce or permittee shall be served with
charges previcusly filed before the Beard as provided in ihc;e
rules, he shall appear before the Board on the doy and at the

time specificd in ithe notice of hearing.

LT — - - - - . . - - -
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power of ihe Board to act, provided preoper notice has been given.

(c) At wany hearing based upon charges proviously filed
with t(he Roard s provided in these rules, ile president of
said Bouard or the Board's appointee shall commence such hearing
by causing said charges teo be read, and thercafter receiving -
the answer of the responddent lo such charges, if any. 7The answer
may be given cither guiltly or not guilty.

(d) The Hoard shall then procecd to huar evidence, Loth
written and oral, in support of the charges. Each wiiness
appenring Jn support of the charges shall first give direct
testimony and immediately thereafter be available for cross-

exanination by the respondent or his attorney. Such testimony

shall be given under oath.
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{e) After the presentation of evidence in support of
the charges, the reccpondent or his attcrney shall ihen proceed
with the presentation of evidence in opposition to the charges.
The evidence may be written or oral. Witnésses appearing in
behalf of the respondent shall give direct testimony and
immediaiely iherealierx, be Su%jCCt to crosse-examination by
ihe Board or its duly authorized appointee. AllL such testimony
shall be given under oath.

(£) Any memboer of the Board may examine any witness or
the respordent during their presentation of direct testimony
or upon cross-examination, ‘

(o} At the close of ithe presentation of evidence in
support of the conplaint and evidence in opposition of the

[T O S I B O I T PARisediinisfir s vyl Tr s pu o G FreNT TN L b [ U e 2T et A
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argument boefore ithie Roard,

-~

(h} lLvidence: All oral testimony shall be given under
ihie oath of “he wilucss, Evidcngc, hoth oral and writtien,
which has probative value shall be received by (he Poard.
Such evidence may be recelved even though the cevidence is
not presented in a form which would make it admissible if
offered in courl of law. However; evidence which is irrele-
vant 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 cvidence.

(i) Effective date of official acts or orders: All
olfficial acts or orders of the ﬁoard shall e evidenced by a |
written record, and the date of the order or act unless some

other effectltive date is stated in the writing itscelf. A&n *




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 registratilion has
P

been caricelled or zrevoked. Such applicaticn, in the case
of cancellation or reveocation, shall not be made prior to
one year after the cancellation or revocaticn.

Upon application, the Boaxrd may reinsjyate a liccuse
which has been suspended. Such application for reinstate-

ment of a license shall be in a manner and form that the

Board may require.

i Lal P i - -
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Board.

(a)} Appearances by invitation: When any licensee,
permiitee or other person shall receive an invitation to
appear before the Board, such invitation shall in nc manner
be considered a subpocna or a demand to appear, but shall
only be considered a regquest, to be complied with at the
discretion of the person so invited.

{b) Representation at such hearings: Such person so

invited, should he so desire, may have legal counsel accompany

him to said hearing before ithe Board.
-
{c) Appearances by invitation shall be informal: All

hearings before the Board based upon invitatlon by the Board
shall be informal. No record of such proceedings shall be

made. .
! L}
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E. Iearings By beord Upon Complaint.

(1) Any porron aggrioved by the rules and regulations
promulgated Ly (he Boavd shall be entitled to have his com-
plaint set down for heasing by saild Boarxd.

(2) Requests for cuch hearings must be filed with thao
Board in accoxdance wiih the following requirements:

{a} Complaint, dCyObiiiOﬁ;, briefs and other papers
of importance, shall Le printed or typewritten and only one
side of the poper shall be used.

(b)Y Requesils for such hearings shall §pccify in detail
the basis for complaini.

{c} <Compluint shall specify reasonable evidence that
such rule or regulatlon is inconsistent with the law governing
the praciice of vharmagy in West Vizainia.

(3) livarings for cucl comploint shell b held in ten
days froim the date of receipt of waid reguest Ly the Beaxd,

unless posiponud by nmutir,l agraewcat.

K7

&}




ARTICLLE 7 Reviecw by Circuit Court and Supreme Court of Pourd's
Refusal to Issue Suspension or Revocation of License
or Registration,

(1) Any peruon who has been refused a license or regis-
tration for any cause other than failure to rass the examination
given by ihe Beard or whose certificate of registration has
been suspended or revoked, may, within thirty days after the
decision of the Board, present his petition in writing to the
Circuit Court of the county in which he resides or to the
judge of such court in vacation, prayving for the review and
reversal of suc¢h decision., .

(2) Before presenting his petition to the court or judye,
petitioner shall mail copiles thercol 1o the president and
secretary, respectively, of the Doard.

2, Upon ool b ol suchidopys diie sevsvlaedy shall Jos oii-

ad of

H

wilth transmiti 1o 1he clerk'of‘ such ¢court, the recco
the proceedings before the Zoard.

{4) The courl or judge shall aflix a time for review
of said procecdings at its ecarlicst convenience.

{(5) Notlice of the t1ime and place, in writing, of such
hearing, shall be given by ithe clerk of the court, to the
president and secrctary of the Board, at least ten days before
the date set thercefore.

(6} 7The court or judge may entier an order affirming,
rovising or reversing the decision of ihe Board if it appears
ithat the decision was clearly wrong.

{7) Prior to the entry of such order by tithe court or .

judae, no order shall be made or cntered by the court or

S




judge to stay or superscde said suspension, revocation or
‘" : cancellation of any such certificate of registration.
(8) The judgment of the Circuit Court or ihe judge

" thereof, may be reviewed upon appeal in the Supreme Court

of Appeal.
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ARTICLLE 8 Prescrintion Pequirements and Pharmacist's Dispensing
Responsibilitioeg.,

1. Issuanre of Prescription. A prescription to be valid rust
e isgued for a levitinate medical purpose by a duly licensed mad-
ical practiticoner neting In the usual course of professional

pracrice,

All written prescrintion orders shall be dated and signed
by the medical hIlﬁ‘[thncf eon the dav when issued. Hvery drug
presceription erder stinll contain an dinstruction on whrther or
not .an eguivalent veneric name drug or drug product may bu vub—
stituted. No prescription, eithur new or presented fur retfill,

shall boe dfspensed atter the death of the practitioner,

2. Qral Preseriptions. Where an oral prescription is ner-
miLLod, the phaorymarict shall reduco the practitioner’ order ’or

the Jdrug or drug prodoct te writing and this record shall const

tute the oripined vreserintion f1led by the pharmacist. The

pharmacist shall indicate substitutlon permitred if se ordered

by the practitfoner uor nis agent.

3. Reflilling of Prescripticns. It shall be unlawful for
a pharmaclst te roflill any prescription containing a drug where-
in the label of the original container of such drug bears the
statement, "Cautlon: TFederal Law prohibits dispensing without
preseriprion,' unless the licensed practitioner has authorized
such by written notation on the original prescripticn, or has
authorized such by oral order which is reduced promptly te
writing and filed by the pharmecist.

H-

——Ff-n-pusveripfinn—ig-realilinblos-shuo—drsa—af-guaheralil
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upen-the-srad-nresgeripeiou-yhieh-hpa-been-redueed-so-yoit ingenmd
fidied-by-stho-phrrmaeiags

Lo Contrelled Subntances.  The refflling of prescriptions
shall be limited by the provisions of the Uniform Congrolled
Substancoes Act (Lya=l=20d4, Wene Virginia Code) applicable Lo
preszevipt lons amd any rales and repulations adepted pursnant
thereto.,

a. HNe preseription for a schedele IT Controlloed Substance
may be refilled.

b. The prescription for a Scliedule TIL or IV Conzrolled
Substancg shall not Le rLlled or vefilled more than six months
alter the date written vr Le reiilled more than {Llve times un-

leys renewed Ly the practitloner. .
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5. Prescripuion Records.,  Records of all prescrintions
dispensed shall be maintuined on file for a period of at least
5 years and upon request Mmade avallable for inspection., Such

preseripeion records on {ile shall bear the feollowing informa-
Lion on the orisdnal preaerintion ordor {orm:

a. The date dispensed and the Inftials of the dispensing

pharmacise. . . -
. The hrand pname nr gene eric cguivalent name of the drug

product Jdicponsed, “1c the manufpeturer's name; or its
national drupg ¢code number. ) B
c. If a pregeription For A drup proeduct is refilied, a

rocord of (1) the date of auch refill, (23 the quantity
dispensed 47 ditferent from origingl srescription,

{(3) thw initials of the dispensing pharmacist, and

Ay the name of the nroctiticoney guthorisinge the refill
or hig agent who communicotved hig authorization to
refill. .

nlitvy of Records. Records of dispensed or
T t 1

admininture. oot publie records. Praseription and
patient medlicat fon records shall be deered conf Udentinl apd may
not be rolease O dnvoene other than naticnt or preseriber

4
wiitheut ithe wri

1
iLLvn consent. ol the patient or pursuant tu other
i

r,i
-
s
A
-
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7. Prosvripeion Containers, A drug product disnensed to

i
motiunt shall be oloaced in oo new container which conforms with the
gzpq's mononranh stoandards cpeciliod in the Offiecial Unites States
Camnemdii, and curront tate and federal gsafety contalner regula-

tionn,  Federtt coafoere paclare contalners must be uned unless

otherwigo roquested by patient or practitioner, )

sniremonty.  Anv drur dispounsed

8. Prescripntion Label i
pursuant to o valid preseriprion order or dispensed divecsly by
1 f -

i
Vicenned moedical nraectitioner, shall have arfised to the

a dulv
imme sdiat Qocout.line
sold a label beari

v the drue nroduct s dispensed or

Ny
ngr thoe followine intTormation:

. 4 - - 0 .
The divections Yor the use of the drung with cavtions or

[

Wi, ) .
L. Unloss (ho proseribhing practitioner direc

0 l‘ngliquP
he name of hh

Lthu penente e of the Jrayp product and _
oricingl ranutdaciurer. Cowmonly used abbreviastions
mav bo arced o the manntacturer amd fov the acrive
w L e _7_’__:7_4“*‘_1_“?' the venerloe nome,
c. Phe noawe or the patiept.
doeo The e o the preoscs ihlng pracritioner,
(RN Tl \!.l!N Hr‘:"i:LIJ IRE afnt el
L. the nare Tves T o Srint len aumhor of rhe provider,
L]




The streavih of the desapge form prescribed.

The prescribing, dispensinm and labeling of a drug

product whiclh is a controlled substance shall be subiect
to additional requiroments as provided in ChapLer 60A and

Sorice Two repulations of gho West Virsinia Coie,




ARTICLE ©@. Prohibiticns on Resale

'_,_.-

l. No contrelled substance, drug, chemical orx medicine

after leaving the pharmacy shall be accepted for return and

placed in stock for reuse or resale.

.




ARTICLE-303~-Prohibitiona-on-Substétutionsy

t. The-substitution-er-déspensing-ef-a-different-drug-in-
tieu-of-any-drug-prescribed-in-a-prescristien~witheoue-the-approvat
ef-the-practitioner-authoriring-the-origtnat-preseriptien-as-pro-
hibited-in-CEhapter-3d;-Articie-57-Section-1z2-shali-be-deemed-to
tneciude-the-substitutton-or-diaspensing-cf-a-different-brand-of
drug-in-itev-of-any-brand-ef-drug-prescribeds

ARTICLE 10, Drug Product Selection Regulatioms,

l. Negative Formulary

@ .

(v}
-

Aminonhvylline

Phenytoin
Prednlsone

1,
e cumarol T,
%j .g§xin ;qg: Te ?dgo ne
L eitoxin | s ne
T Firosemide 17 %.EUEamIde
. Ef'lsosorbide Dinitrate 15. Warfarin
. 7. Nltroglycerin

The pharmacist may not substitute:

{(b) 1. an erythromycin base when an erythromvcin salt or
ester 1s prescribed;

an_ervthromycin salt or ester when an erythromyecin
base ia prescribed;

LN

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

Lu

(c) = Exceptions to Negative Formulary

An rod _ i ] .

holding a va DA or ANDA approved a cation
det rminea by the F.D,A, to De acce taEEe in Eo:ﬁ Glo-
e ufva!enc and EfoavaifaEIIItv ang go published as approved

the a € interchanpgeable LOr tne purpose o
veneric sugstItution, not withstanding the products [f~tIn;
on the Negative Formular art a and b above iiat o

) and Board approved cxceptiong to the Negative Form

shall be publiished annually by theBoard, on July Ist O ,
evely year Or as scon there alter as practica s and -u‘%ggigg
will be issued periodically during the year ag suc rodu
meet | A, approval, 118 1ist shall be the only accepteﬁ
Tist by wﬁicﬁ products on the Negative FOrmuUlAry may De
substlituted.

-

(d) - Procedure for Revisions

Any manufacturer or person aggrieved by the exclusi
or inclugion of any product on the Negatlive Formulary {part

T




ila , ngrminition
I equivale ability and poss e revisicm o

tor ary or list, The expenge of any such deter-
mination 5hquL 1t the Board s. decid e born the

ggr%v eking said determination, and the burden of proof
shali aEso Be on said party,

Any gharmgcigt! or other rerson ocrporation, o©
artners who atter pu c notice of Articie 1 ac
L su s :5;

_ >, 5 nia

§
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ARTICLE 10. Pxohihitiong on Substitutions.

o
i, The substitution or dispensing of a different drug
in licu of any drié prescribed in a prescrip£ion without the
approval of the pragtiticner authorizing the criginal pre-
scription as prohi iijé-in Chapter 30, Article 5, Secticn 12
&

inclu ,\ihc’substitution or dispensing

shall be deemed

of a different Lrand of drug in lieu of any brand of drug

prescribed.

T




ARTICLE 1l. Regulation Governing Pharmacy Permits,

L. Phaxmacy Permits and Annual Registration,
Pharmaclies or drug stoxes opening for business must first sccure a
permit and be IQQlSuGICd with the Boaxd of Pharmacy before they may

lowiully conduct a pharmacy or drug store, The annual registration fox

xrenewal of permits shall be effectiye on-the lst day of July of cach T

Vear.

2. Applications for Permits.

The Beoard of Pharmoacy shall reguire and provide for the annual
regisiration of cvery pharmacy or drug store, as defined, . doing business
in ihis State. Any person, firm, corporatiocon or copartnership desiring
To operate, maintain, open or establish a pharmacy oxr drug store, as

defined, in this State, shall apply to the Beoard ¢f Pharmacy fox a pormi

=

-
-y — e Y

ol el ote: ooy Sullh plece ol vusiness so registercd shall be under the

Aixecct charge of a registered pharmacist and operate in compliiance with

the gencral provisions governlng the practice of pharnac; and the operaticn

of a drug store and pharmacy.
a. The applicaticn for such permit shall be mde on a foxm prescribed
and furnished by the Board of Pharmacy, which when properliy

executed, shall indicate the owner, manager, trustee, lessee,

receiver, or ather person or persons desiring such permit, as
i

-
\

well as the location of such pharmacy or drug store, including

strcet and number, the name and registration number of
L

pharmacist-in-charge, the names and registration numbezm of all

|28

other pharmacists providing pharmaceutical services and
when thoe pnarmacy cxr drng stere is open fow sexvice, Said

applications should be delAvcrcd pte) uh& Sec ary by the 15th

' . v ' 1 16 ' . [
B .




day of June io allow matriculation.

Separate applications shall be made and seporate permits shall

be issued for each pharmacy or drug store.

Any pharmacy or drug store operating more than twelve lLours a

day will be required to operate with not less than two registered
phaxmacists .

-

All pharmacies or drug stores, as deiined, must have on file a
recent edition of 1ile United States Dharmacopoclia and tho Nationn?
Formulary, or other publications meodying these toxts, and also
shall have such cquipment, as may be required to render such
service as public necds may dictate, or the proper protection

of the public healil may indicate. The minimwa Board reguire-
ments arc found in Articles 12 and 13 of *hesc regulations.

e~ :.,‘C".": e e e mlme 1T s e e D e

3. o
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A

the reguired fee of Fifty Dollars ($50.00). The fee for renewal
of such permit shall be Ewénty—Five Dollars annually.

Issuance of Permit.

If an applicant is found satisfactory, the secretary of the board
of pharmacy shall issue to the applicant a perinit for cach
pharmacy or drug siore for which application is made.

The permit registers the pharmﬁcy or drug store to which it is
issucd and is not transferable. It is issued on the application
of the owner and the registered pharmacist in charge, on the
sworn statcment that it will be conducted in accordance with the
provisions of law.

In the casé where . a pharmacy‘or drug store is owned by a person

not himself a registered pharmoacist, the permit will be issuced

.

2
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jointlf to the registered pharmacist in charxge and to the pexson
owning said pharmacy, aos defined in the definitions under these
regulations. |

Permits must be posted in a conspicuous place. This requirement

is not met when a permit is locked in a safe, placed in a desk

drawer, or otherwise concealed.

-

Renewal of Permit

The anuual registiration for renewal of permit takes place on July 1,

cach vear. The fee for annual renewal shall be Twenty~Five Dollars

H .
G25.00). .

Permits issued under this section shall not be transferable and shall

expire en the thirticeth day of June of cach calendar year, and if applica~-

tion for rencwal of permit is not made on or before the f{irxsl day of August

5’
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Surrender of Permit

-

Where a registered pharmacist in whose name a permit has been
issued leaves the employment qf such pharmacy oxr drug store ho
will be held responsible for proper notification of such termina-
iion of his sexrvices, and also for the surrendex of the permit in
his name. Neglect on the part of the pharmacist to so notify the
Board will operate to prevent his securing a permit to take charge
or operate another pharmacy ox drug store at a subscguent date.
Whenever a pharmacy or a drug stere 1s to be moved to a new
locatidn or when a pharmacy or a drug store changes ovnership,
the original permit becomes void and must be surrendered to the
Board and a new permit secured by the new owners. .

When the registered pharmacist in whose name a pharmacy permit

has been issued for any rcason ceases to be actually the registered

rad




pharmacist who has responsible supervision over said pharmacy

or drug store, the permit becomes void, and must be surrenderced

to the Board. A duplicate permit may be issued by 1ihe Board for
the same pharmacy under a new pharmacist in charge. A fee of

Five Dollars ($5.00) is charged for issuing such permit.
Phaxmacists employed and in charge of pharmacies or drug stores,
owned by persons not registered pharmacists, are required to
notify the Board and surxrender for cancellation the permit issued
immediately upon the terminaticon of such employment. It shall
also be the duty of the owner of such pharmacies or drug stocres,
who are not registered plharmacists, to'immediatcly noetily the
Board upon the termindation of employvment of registerxed pharmacisis
and Lo cause ihe surrender of permit as indicated. The further
operaticn of the pharmacy or drug store, in the abscnce of a
replacement and the 1ssuance Of a hew permit 1s torbidden by

law and cach day so operatced will be considered a separate

offensc.
Violations
The violation of these regulations may be considered cause for
suéponsion of permits or the refusal to grant ncw ones.
All registered pharmacists must no%ify the Board immediately of
any change in cmployment and change of address. Not to do so
may be considered sufficient cause for suspensicn.
It shall be the duty of any person who cmploys any registered

A
pharmacist to immediately notify the Board of any discharge,
termination or change of place of employment of said registered
pharmacist. FFoailure to so notify the Board may be deemed

sufficient cause for suspension of any permit or license held
A

L2

by such perscn.
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Article II

7. SLCURITY

In the oven: taat a nrescription department ig to be operated for a
period less than the regular businesg hours of the entire store, the follow-
ing rules and regulations shall be chserved,
{a} Tre presciintion . za siall be separated from other deparinents of the
storw Ly oa filoer o cefling, -~erugaentrbarrier or parvtitiong, with entry dours

that can be securely locked, If the pharmacy area is conzinually attended by

a pharmacist when other pecople are in the store, the pharmacy area need not

~

‘.\.
be enclosed by the permagnent harrier. 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 ;;rmanent barriers: fﬁe permanent barrier may be constructed
of cother than a solid material. If constructed of a material other than a
solid barrier, the openings or interstices in the material shall not bhe large
enough to permlt removal of items in the pharmacy area, bﬁ any means. Any
material used in the construction must be aof suffigient strength and thick-
ness that it can not be readily or easily removed, penetrated or bent. The
plans and specifications cf the permanent barrier shall be submitted to the
Board for approval showing that it affords adequaté security, Plans shall
be submitted prior to proceeding with any construction, which plan shall
indicate, the pharmacy area which shall be of adequate space. Before a
pharmacy permit shall be issued, the plans submitted nust meet the approval
of the Board.

(¢} Signs. In the absence 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 (liscing) answered enly in pharmacy area.
No telenione extansions of this listing are permitted outsida tha niarTacy
area.

(2) Receipt aund Delivery. Written prescription orders and refill requests

can be delivered to a pharmacy at any time. But 1f no pharmacist I3 present
then the prescription order(s) must be dcpcsicéE: by the patilent or hls agent
delivering the prescription order or refill request to the establishment,
into a "mail slot'" or 'drug box'" sc that the prescription corders are stored
in the pharmacy area. The times that the pharmacy is open for business must
be displaved so thaE\thy are prominently visible to the person depositing
the prescription corders(s). :

{£} Completed prescription orders shall be stored in the pharmacy and cannot

be removed from the pharmacy unless the pharmacist is present and the removal

is for the immediate delivery to the patient, person picking up the prescription

for the patient, or person delivering the prescription to the patient at his

regidance 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 prohibired.
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PUBLIC INFORMATION
AS TO
PRICE POSTING REGULATIONS

This list is to be posted in every pharmacy licensed
in West Virginia. It is intended to provide the
public with information sbout the prices of pre-
scription drugs.

This list includes the one-~hundred most commonly
prescribed druys in the most frequently prescribed
quantitics. I1f your prescribed drug, quantity or
strength is not listed here, you can obtain price

information by asking the pharmacist.

This 1is not a price contrel system., Each pharmacy
establishes its own prices. The current sclling

price and the posting of such price may change at

any time., Prices may differ among pharmacies. Of
course, price is only one of several factors in
selecting a pharmacy because service is also important,
Services provided by the pharmacy are listed on page

3 prior to the listing of prescription drug prices.

I0 you do not know the name or idemtity of your pre=-
scription drug, ask the pharmacist so thatlyou may
locate it on this listing. The name of your prescription
drué might also be very similar te a completely
diffcrcpt drugz. Consult your pharmacist if you have

any doubt.




b“!’
» 4
! 5. This list must be located near the digpensing area.
It must be placed so that the public can easily

see it,




List of Professional and Convenlence Services

Provided by this Pharmacy.

The "current selling' price means the price above
which the listed drug may not be sold to the
purchaser by the pharmacist, and includes all
professional services as so indicated.

. Patient Profiles

. Consultaticn on Prgscription Medication

1
2
3. Emergency Services after Hours
4, Provide Health Care Informaticn
5. Charge Privileges

6., Delivery

7. Tax Records

4
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Series One

Amended rule gtlations of the West Virginia

Board & ; authority
granted—te—the West Virginla Board of macy, by

Chapter 30, Article 5, Section 19.

ARTECLE Tii—Reguiotion—Governing-Pharmacy—Permitsy
Section 8. List of Drugs and Prices; Posting Required,;
Penalties for Failure to Comply.

{a) The Board of Pharmacy shall arfnually in the
month of August distribute to all pharmacics licensed by
the Board such forns as adopted and the same shall be
publicly displayed for the convenience of the public,

{(b) The official forms will contain not less than
100 most commonly prescribed prescription drugs by brand
name and approved generic equivalent name (éstablished
name). The Board of Pharmacy has deemed that an approved
generic equivalent shall mean the established neme 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 prescription drugs or drug
products to be posted by price, strength, manufacture,
and quantity in every licensed pharmzacy,

-

(c) Such forms shall bear a title across the top

portion reading, "Prescriptlon Price List and Services."

“5




The pharmacist shall designate the prices, and such
prices shall refllect all of the services and con-
veniences that are included. A pharmacy may change the
current posted seclling pricce at any time., No prices
shall be erased or crossed out. Price overlay stickers
shall be used to effect any érice change. Wherec the
established or generic name is so designated, the pharmacy
shall also list the name of the manufacturer.

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

(e) Each pharmacy shall place in a prominent
location whichh can be seen by the public, & sign furnished
by the Board to read: "YThis pharmacy has for your in-
formation a list of drugs go priced as required by
Chapter 30, Article 5, Section 12 (a)."

(£) The owner of 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
other information as required by Chapter.30, Article 5,
Section 12 (a) is available to the public as required by

appropriate rules and regulations,

L]

-
(g) Any pharmacy that does not comply with Chapter
30, Article 5, Section 12 (a) or Article ¥l of the

regulations of this Board is subject to the penalties as

*7




'j prescribed in Chapter 30, Article 5, Section 19,
Revocation of Permits.

(h) The rules and regulations so adopted shall be
distributed along with the required forms to each

pharmacy registered with this Board.

S




CERTIFICATION OF COMPLIANCE

WITH CHAPTER 30, ARTICLE 5, SECTION 12-a
CODE OF WEST VIRGINIA

List of drugs and prices, strengths, and quantity
prescribed and manufacturer.

The Board hercby submits the following list of
drugs, which list is final,-

The “current selling' price means the price above
which the listed drug may net be sold to the purchaser
by the pharmacist.

The posted price shall include the professional and

convenience service performed by the pharmacy.

Pursuant to Section Nincteen of this Article, the
Board of Pharmacy shall establish and require compliance
with all rules and regulations necessary to ilmplement
this section,

Firm Namoe

By

(State whether owner, member of firm or officer
of corporation)

do hereby certify that this is a list of the current
prices and other information as required by Chapter 30,

Article 5, Section 12-a Code of West Virginia.

Authorized Signature



1.

Professional and Techuical Equipment

s
1]
L

n

No permit shall be issued 1o operate a pharmacy or drug store,

unless the minimum professional and technical egquipment reguirementis:

have been fulfilled.

o

oo

Every pharmacy or drug storxe shall at all times possess the

Cfollewing minimum professiconal and technical cquipment:

=N

o

.
L]

The current cditions of the United States Pharmacopoeia and the
National Formulaxry, or the equivalent thereol in pharmaccutic _

and therapcutic reference books, . -
' L

Class "AY prescription balance accurate to 12 milligrams.
A set of accurate prescription weights ranging from 10 milligrams

C grams.

in

0

of graduates ranging from 5 ml to 250 mi.

o
®
&
o

Mortars and pestles, spatulas, ‘ointment pads, funnecls, stirwing
rods, etc., to meet the curxroent needs for extemporancous com~

"

pounding.
Pharnacies compounding opthalmic purporations, IV additives ox

othexr pharmacceuticals reguirxing more sophisticated technicues

.,

Adcguate facilities for the proper storage of pharmaccuticals
which require rxefrigeration or protection from heat, light, or

high humidity.

Facilities for the safce storage of YControlled Subutancaes.
An acceptable system for keeping rocords of prescriptions .
dispensed.as required by The Uniform Controlled Substances AC

. *

and sny rulcs and regulations adoptied pursuant therctc.




CTN j. A record book foxr the disposition of "Schedule V Controlled

.—*’ Substances®,

’ ke Curront copics of laws, rules and r‘egula'ﬁio’ns pertaining to the

practice of pharmacy in West Virginia.

’




ARTICLE 13. Sanitary Regulation of Pharmacies.

(1) The pharmacist in charge of a‘pharmacy, drug store,
or apothecary shop in which prescriptions are compounded
shall maintain such place and the cquipment therein in a clean
and orderly condition,

(2) All such places shall comply witih ithe sanitation
laws of this state pertaining to any business conducicd within
a licensed pharvmacy or drug store.

(3} The prescripiion countexr upon which prescriptions
are compoundad shall be usced {for no cother purposc than for
the compounding of prescriptions.

(4) Upon the completion of compounding a prescription
the prescripilion counter shall be cleaned and the refuse or

-y ad Fagey - o~ s me AT O T i BN 2
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all instxuments used in the compounding of such prescriptions
shall bLe thoroughly cleaned and placed in a ‘clean cabinet or
storage spone. .

(5) The sink or wash basin in the prescription room
shall be used for no other purpesce than for the cleansing of
instruments amd articles in the preparation of prescriptlions
or the cleansing cof the hands of those preparing and compound=-
ing prescriptions.

{6) All pharmacists when compounding prescriptions or
worliing Tn the prescription room shall wear clean linen,
cither apren or coot, and shall be required Lo keep thoemsclves
and their apparcl in a clean and sanitary condition.

(7) The prescription room shall be maintained in an
’ . L L

S




orderxly and clcean conditicon. All instruments, articles, st
bottles, coniainers, shelving, cabinets and equipment shall
be free from dust, insects, rodents, or any other foreign
materiad.

(8) The prescription room shall be'well ventilated,
free from obnoxious odors and equipped with adequate light-

s

ing facilities.

ock
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ARTICLE 14 - Sale of Drugs by Mechanical Devices; Gratuitiosg
Sharing Compensation.

(1) Sale of drugs and medicines by mechanical devices
cx vending machines prohibited. The use of any mechanical
device or vending machine in connection with thg sales or
disposition of drugs and/or medicines is unlawful.

(2) Gratuitics. -No person, firm, corporation or co-
partnership operating and maintaining a pharmacy or drug
store as defined in Article 1 shall give‘any trading stangin,

commission, gratuity orxr rebate in any manner or form whatever on

any fecs for professional services rendered to a patient of &

duly licenscd physician.

{3) Sharxing Compensation. The independent Sudgment of
a pharmacist is a public trust, and his first allegiance is
to the patient whom he sexves. No pharmacist shall, except
will a person licensed to practice pharmacy, or in the coursc
of his employment wiih a duly licensed imstitiution, clinic
or foundatit.., directly or indircctly share compensation arising
out of or incidental to his professional employment with, or
accept professional omployment from any person or persons who
for compensalion prescribe drugs used in the compounding or
dispensing of prescriptions.

As used in this rule, the words 'person or persons' includes
firms, associations, partnerships orx corporations in which
an i&dividual who f{ox compensation prescribes drugs used in
the compounding or dispansing of prescripiions has a pro-
prietary interest sufficient to permit him to excrcise a

substantial degree of supervision, direction oxr contrel .over

the pharmacist.
Ry
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ARTICLE 15 Rules of Professional Cénduct.

N

The practice of pharmacy is a profession dedicated to

the sexrvice of public health which requires knowledge, skill,

and integrity, The state law restricts the practice of

fica#ions and 1icen$es to them privileges which are denied
to othexrs. The pharmacist recognizipg his responsibility

to the public in safeguarding the preparatiqn; compounding
and Afenoneina of druas. the storage and handling of drugs.

and medical supplies, and the disseminaticn of information

on medicinal agents obligates himself to the highest stazndards

{ .

of profésﬁiéﬂal conddét;a
In o&der that the citizons of Wesf Virginia sholl receiﬁe

the best possible pharmaceutical sexvices, and that the publié

health, welfare and safety be fully protected, the Lollowing

T

rules of professional conduct have been adopted by the Wes

fas

Virginia Board of Pharmacy as authorized by Chapter 30, Article
5, Section 7, of the Code of West Virginia, 1931, as amended

1. Pzrofessional Responsibilities. No pharmacist shalil

engage in conduct, in the practice of pharmacy or the operation




of a pharmsacy which tends to reduce the public wafidenca in
. the ability and intcgrity of the profcssion of pharmacy, or

endangers the public health, safety and welfare; nor shall
"7 he engage in pharmaccutical practiée or offexr pharmaceutliczl

services under any torms oxr conditilions which tend to interfere

0\

-+ with or impaix the free and complete exercise of pro .

.

L
8
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&3
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judgment and skill eof a pharmacist. He shall at all times
] ’ .

. -practice his profession in conformity with foderal and state

laws and rogulations and the regulations of the West Virginia

_-8tate Board of Pharmacy.

— S 2. Ungcertain Prescrintion Orders, No pharmacist shall
.: .~ compound or dispense any prescription which, in his professional

lopinion, contains any o¥ror, onission, irrcgularity oxr ocabiguilty,
; _'”‘ i but upon the receipt of such prescripiion oxder he shall conw
tact the prescribox and‘confer‘with him bofore dispensing
" the prescription. No pharmacist shall dispense any modicatl on
Vo, .by virtue of a proscription orxdexr if he has any doubt axdlsthg

in his mind that such prescription coxder is not legitimate.

3., Retusal of Presceriptions, It is the duty of a

-

pharmacist to make his professicnal services available to the
public, Every pharmacy offcring pharmaceuntical sexvices to
the general public shall provide complete pharmaceutical sexvice,

. .
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including the compounding or dispeusing of all prescripiion
oxrders which may be rcasonably expected to be compounded or
dispeonsed by pharxmacisis. No pharmacist shall refuse 1o
accept and £ill, or cause to be filled, for payment thcreof
any prescription oxder presented to him unless there is a
valid reason for his inability to £ill such prescription

order.

4. Betraynl of Confidence. No pharmacist shall oxhibit,

discuss or reveol the contents of any prescription, the
therapeutic effect thereof, or the nature, extent, or degree
of illness suflfered by a patient served by him with any person

other than (1) another pharmacist when necessary for the proper
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patient or his authorized representative, (3) the prescriber,
or {(4) any persons authorizoed by law to receive such informi-
tion. lle shall not, however, discuss with the patient oxr his
authorized representative such matters that should be discussed
with the prescriber only.

5. Diagnosis or Treatment. No pharmacist shall attempt

to diagnose, treat, or prescribe for any disease, illndss,

ox organic discorder. This prohibiticn shall not bLe construed

50 as to prevent any pharmacist f{rom advising individuals on
maticers cdncerning simple ailments, first aid measures, sanitary
measures, ox the moritis and quality of preparations which may be

distributed legally without o prescription orxder. .

7




6. Codoed 'recscriplion Oxders. Né pharmacisi shall

compound or dispensc any prescription order which is coded.
A Mecoded" prescription order is one which bears letters,
numbers, words oxr symbols, or any cther device uscd in licu
of the name, quantity, strength, and directions for its use,
other than ithose normal letters, numbers, words oY symbols
recognized by the professionfof pharmacy as a means for
conveying information by prescription order.

7. PFalsc or Misleading Advertisiing. No pharmacist or

pharnacy shall make, permit to be made, conduct or ctherwise

participate in any faise, mislecading, or fraudulent advertising,
or any claim of superiority in compounding and f(illing pre-
scription orders through advertising, nor shall any pharmacist
or nharmacv mnke. perxmit to be made, conduct or otherwise
participate in any advertising which may reduce the public
confidence in the ability, character, or intoegrity of the
pharmacist.

8. Prometion of Drugs. No pharmacist or pharmacy shall

promote to the public by any means a narcotic drug ox any other
drug which may only be dispensed pursuant to a prescription
order, which promotion tends ito cause such drugs 1o be used

in excess of ihe requirements costablishied in a legitimate
physician~patient relationship.

9, Unrc¢liable Drugs. No pharmacist shall purchase,

.

accept, compound, or dispense any medicinal preparation,
whether by prescription order or othexwise, which in his
professional opinion is not therapeutically reliablce. Drugs

shall be obtained only in original containers and only JfLoX

&0




authentic sources. No pharmacist shall accept Lrom a patlron,

except for the purpose of destruction, any part of any anuscd //4&/’
. - ‘%/L'p

prescription. .

n &\‘
10. Changes in Prescriptions. No pharmacist shall gi oL

. : : : s . . 0, v
dispense medication ox devices which differ in any manner (/7 7 igf
PR,
from the medication or device which is prescribed unless priox'QfV P
approval has been obtained QﬁlY"in—origin&i\séntainers and -
only from authentic sources. No pharmacist shoall accept from -

a patron, except fLfor the purpose of destruction, any part of an

unused prescription.

*

11. Prescrinption Oxdor FForms. No pharmacist shall solicit

professicnal practice by means of providing physicians oc
other medical practiticners with prescription order forns.
imprinted with any refercence to a pharmacy or pharmacist.

12. Place of Practice. No pharmacist shall maintain a

place of practice oxr location from which to solicit, accept ox
dispense prescriptions oilher than a pharmacy for which a pormiz
has been issued by the West Virginia Board of Tharmacy.

13. Physician Agrcemcnis. No pharmacist shall onticer inte

or cngage in any agreement or arrangoment with any phycician or
other practitionexr which may tend to exploit the sick ox for tae
payment oxr acceptance of compensation in any form or type fox

the recommending of the professional services of either; nor shall
. he enter Snto an agreemént of aﬁy kind wherchby in any way a

»

patient's free choice of a pharmacist or pharmacy is or may be

limited.

14. Duties. It shall be ihe duty of a registered pharmacist

s
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o~

in every pharmacy to perforim the following dutics:

a. Accept all new prescriptions transmitied by oral
communication.

b. Affix typed prescription labels to prescription con=-
tainers.

Coe feasure, pour, count, weigh, reconstitute, subtract
from or add to preséription madications.

d. Record date and dispensing pharmacist's initials on
original or refilled prescriptions.

¢. Deliver completed prescription to patient when instructions
regarding its usc arc to bLe impariced 10 the paticnf.

£. Discuss with patient matters pertaining to the drug,
its reasons for usage, contraindications or answer
Aneetiana rogarding the mractifiarnsarte dndand

g. Perform any of the abiove functions except, noihing shall
resti ict registersed interns from poerforning any or all
of the above functicns under the supervision of a
registered pharnacist.

h. Perform any other function of any natuxe or kind which
requines the knowledge, judgment, ability or skill of
a registered pharnacist. ‘

15. TDwvasion or Violatinn of the Rules of Professional Con-

duct. These rules of professional conduct are intended to govern

all pharmacists licensed to practice in West Virginia by the

State Board of Pharmacy, theix employees or agents, as well as

oty e

their operation of pharmacies and their consultantiships in West

Virginia. No pharmacist or any other person subject to these

. 5
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rules shall act in any way to evade the rules and regulatlions

of the West Virginia Board of Pharmacy and the lows applying

io them, and they shall assist the West Virginia Roard of Pharmacy
in the enforcement thercof and compliance with caid laws, rules
and regulations,

A violation of any of the provisions of these rules shall
constitute unprofessional conduct., .

Any pharmacist who kncwingiy accepts professional employment
from any person, firm, or corporation who violates or evades
these rules or regulations shall be deemed guilty of violation

.
of the rules the samc as 1f he had personally cngaged in sudh
evasion or violation.

16. Tublication and Posting of Rules. The Secretary of the

West Virginia Board of Pharmacv shall malie a conv of thene Rles
of Professional Conduct available to every pharmacy and pharmacist
licensed by the West Virginia Noaxd of Pharmacy. A copy of said
rules shall be posied in the Drescription deparimani of every

such estabsishuent where it can be seen by all pursons entering

said departinent.

e




ARTICLE 16. Pharmacist Consultants and Coordinators of
Pharmaceutical Services.

Whereas, increasing numbers of pharmacists are serving as
pharmacy censultants to, or scrving as coofdinators ol pharmaceutical
services in hospitals, skilled nursing facilities and intermedliate
care facilities, nursing homes, clinics, rest homes, homes for
the aged, governmental agencies, and other places where a pharmacy
permlt is net held, and the Beoard of Pharmacy has the responsibility
Lo maintain standards of professional conduct and to regulate
professional practice, the Board of Pharmacy hereby promilgates
the following rules and regulations:

1. Requirements.

a, The Board of Pharmacy shall maintain a roster of all
pharmacist consultants and coo;dinators of pharmaccutical
services. All persons serving as consultants or co-
ordinators shall be Licensed and registered to practice
pharmacy in West Viryinia.

b. Any pharwmacist consultant to hospitals, skilled nursing
facilities, intermediate care facilitics, nursing homes,
clinics, rest homes, homes [or the aged, governmental
agencies, anid any other pharmaceutical consultation
practice, shall register initially and annually in
each ;nstunce such practice and place with the West

Virginia Board of Pharmacy on forms provided by the Board.

&




Any pharmacist providing pharmaceutical consultation to,
or coordinating pharmaceutical services in hospitals,
skilled nursing facilities, intermediate care facililies,
nursing lLiomes, clinics, rest homas, homas for cthe aged,
governmental agencies, and my other place where a
pharmacy permit is nof held shall register initially

and annually in each instance such practice and place
withh the West Virginia Board of Pharmacy on [orms
provided by the Board and signed by the consultant

and the administrator of such facility.

All applicants certified as consultant pharmacists shall
meet such additional educational and experienced back-
grounds as required by the Board, and comply with the
repgulation as set Lforth by the Board.

Consultants shall documnent by time antl date his activities
consistent with the level of institutional care reguire-
ment s.

Responsibilities.

The pharmacist consultant or coordinator shgil be
respensibie to initiate and maintain in each instance
appropriate records and procedures for the receipt,
labeling, storage and disposition of all drugs, including
investigational drugs, medication samples, and emergency

kits.,




b.
)
9
Co.
d.
Ce

The pharmacist consultant cor coordinator shall cause to

be developed, issued and implimented a "Policy and
Procedures' manual for pharmaceutical services. This
manual shall be open to ingquiry 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

Separate reconcilitations for controlled substances
3. Automatic stop orders i

4, Systematic review of drug orders

5. VFormulary or minimum standards for dru; quality

6. Assist in In-service drug education

7. ©Qutline the procedure which shall spell cut How

drug orders are to be taken from the patient's

chart and transcribed to drug orders
The pharmacist consgltant or coordinator shall be re-
sponsible for maintaining an adequate professional library
of pharmaccutical reicrences within the facility.
The pharmacist consultant orrcoordinator shall insure
compliance with Rules of P'rofessional Conduct as
adopted by the Board of Pharmacy under Chapﬁer 30, Art-
icle 5, Section 2.
The pharmacist consulbtant or coordinator shall insure

compliance with all federal, state, and local laws con-

cerning drugs and pharmaceoutical services.



o

Nothing under these regulations shall preclude a
patient in a &killed nursing facility or intermediate
care facility from fce choice of pharmaceutical

supplics and drugs.







ARTICLE 17. Ldast of Confrolled Substances.

WIEREAS, the West Virginia Legislaturc of 1971 did adopt ceriain
schedules of controlled substances:

WHEREAS, Chapter 60A, Article 2, Secziion ggigof The West Virginia
Code as adopted in 1871 defines certain drugs as schedule onc contrxollied

substances, and ,

WIHEREAS, Chapter 60A, Article 2, Section 2006 of The Westi Virginia
Code as adopted in 1971 defines certain drugs as schedule two controlled
substances, and

WHEREAS, Chapler GOA, ﬁrficle 2, Section 208 of The West Virginia
Codae &5 adopted in 1971 defines certain drugs ‘as schedule thicc
controlled substances, and

WHRREAS, Chapter 60A, Ariicle 2, Section 210 of The Wesl Virginia
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substanices, and

WHEREAS, Chapter 60A, Articlce 2, Section 212 -0of The West Virginia
Code as adopted 7w 1971 defines certain drugs as schedule five com:irolled
subLStLNCCs,

WIEREAS, the West Virginia ligislature of 1971 caucied Chupler
60A, of The West Virginia Code which includes the same five schedules
of controlled substances as are found in the Federal Conirolled Sub-
stances Act, and

WHEREAS, Chaptor 60A, Arxticle 2 of The West Virginia Code classifies
substances accdrding to substantlially the same criteria as the Federal
Controlled SubstanQQS Act.

THEREFORE, tihese controlled substances are more particularly

set forth hereafter;

*




’ ., THE SAYD CONTROLLED SUBSTANCES ARE FILLD WITH THE
SECRETARY OF STATE OF WEST VIRGINTA IN SLRILS TWO RUILES AND
REGULATIONS UNDER THE 1EADING OF CLASSIFICATIONS OF CONTROLLED
SUBSTANCES, SECTION 201.
THIS LIST DOES NOT REFLECT THE NAMES OF ALL CON-

TROLLED SUBSTANCES, IT DOESNOT INDICATE THAT THESE ARE
THE ONLY DRUGS SUBJECT TO CONTROL.

&7
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RULLS AND RLEGULATIONS OF THE
WEST VIRGINIA BOARD OF PHARMACY FOR THE

UNIFORM CONTROLLED SUBSTANCES ACT

*

ADOTTIED TURSUANT TO TIE AUTIHORITY GRANTED TO THE
WEST VIRGINIA BCARD OF THARMACY BY TiiE PROVISIONS

OF CHAPTER ©60A OF TIHE WEST VIRGINIA CODE AS FOLLOWS:
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I.

GENERAL DEFINITIONS
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§101

ARTICLE 1. Definitions '

The following words and phrases as used in these rules and regula-

tions shall have the following meanings,
reguires:

unless the context othoerwise
i. The

term "drug" means (&) substanges recognized as drugs in

the official "United States Pharmacopoeia, oificial iemeopathic Pharmaco-
roecia- of the United States,

supplement to any of themn;

or official National Fermulary, or any
diagnosis, cure, mitigation,

{b) substances intended for use in the
treatment, or prevention of discase in
man or animals; (c) substances (other than foud) intended to affect

subgtances intended for usec as a component of any article specified in
clauses {(a),

{b), or {¢) of this subdivision.
. IR AT AN

Y T hos

4.
the siructure or any functien of the body of man or animals; and {d)

It does not include
N T VN P e e, e e ——— . A . .
TTITINSN oy vy e BunLDDVA LD,
2. The teorm "poisonous drug" means any druqg
i v G
tive Lo

tive 1t

ikely to be destruc-
adult human 1life in quantitics of five grains or less.
3.
1O

The texrr "deleterious drug'" meeans any drug likely to be Jestruc-
4G

adult human life in quantities of sixty orains or leus.
. The

term "hablt-forming drug" means any drug which has boen
or may be designated as habit-forming

under the reogulations promulcated
in accordance with Scctiion 502 (4, of
Act of Junec 25,

the Federal Food, Drug and Cosmetic
1928, or any amendmentis, revisions, alterations, addi-
tions or modifications thereof.
5. “Patch

t or Proprietary Preparation' means a medicinal preparation

which is intended for use in the cure, mitigation, treatment o
. tion of

r preven-
disease in man or other animal pursuant to self-diagnosis; when
the same 1s identificd by and sold under a‘trademark, trade name or

-

Al
.



ouner Trade symbol, privately ocwmed orxr registered with the U.S, Pataent
Oifice; which preparation is-sold in the original and unopened pacliage

— RN

of the manufacturer or primary distributor; which preparation in itsclf
is not poisconous; which preparation is sold or offered for sale and is
advertised Tor sale 1o the general public by the manufacturer or primary

il §

digtributor; which preparation meets all of the reguirements of the

" Federal Food, Drug and Cosmetic Act 1938 as amended and the laws of the

stéte-of West Vizginia and rxegulations promulgated under either of these;
an? the labeling of which preparation does not contain the legend,
"Caution: Federzl Law prohibiis dispensing without prescripiion® ox
any other legend or siatement of like import. ’
Drugs and medicinal preparations wnsidered not safe for sclfi-
medication undexr the Food, Drug and Cosmetic Act 1938 as amended are
cafined as "dangerous drugs' and shall be used only under the supozn~
vision and on the prescription of a licensed medical practitioner.

.
R e

6. "Controlled substance” mcans a drug, substance, or immediate
precurser in Schedules I through V of Arxticle 2 of Chapter 60A, West
Virginia Code, {(Uniform Controlled Substances ﬂct).

T “Immed}ate precursor” means a substance which the "West Vixginia
Board of Pharmacy' has found to be and by rule designates oas being the
principal compound commonly used or produced primarily for use, and
wiilch 1s an dmmediate chemical intermediary used or likely 1o be used
in the manufacture of a controllicd substance, the control of which is

nacessary to pregvent, curtail, or limit manufacture of such controllied

subsTtance.
8. "Marihuana' means all parts of the plant "Cannabis sativa L.,
wnother growing or not; the sceds thereof; the zresin extracted from
a

any part of the plant; and every compound, manufaciure, salt; derivative,

+
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mixture, or preparation of the plant, its seeds, or resin. It docs
. not include the mature stalks of the plant, fiber prddqced from the
) stalks, o0il or cakelmadc from the seeds of the plant, any other com-
pound, manufacture, salt, derivative, mixture, or preparation of the
mature stalks (Excapt the resin extracted therefrom), fibexr, o0il, or

céke, r the steriiized sced of ;he plaﬁt which is incapable of ger-
mination. 7

9, U"Narcolic drug" means any of the following, whether produced
directly or indircctly by extraction from substancoé of wvegetable

origin, or independently by means of chemical synthesis, or by a come

-

bination of extraction and chemical syln’thesis:

a. Opium and opiate, and any salt, compound, derivativé, or
preparation of opium or opiate.

b. Any salt, compound, isomer, derivative, or proparation

." thereof which is chemically equivalent or identical with
any of the subst:ces referred to %n clause {(a) of this
subdivision, but not'including the isogquinoline alkaloids
of copiwun.

c. Opium poppy and poppy s‘(;raw.

d. Coca leaves and any sali, compound, derivative, or prep-
aration of coca leaves, and any'salt, compound, Lsomer,
derivative, or preparation thereof which is chemically

' equivalent or didentical with any of these substances,
buE not including decocainized coca leaves or extractions
of coca lcaves which de not contain cocaine or ecgonine.
16. "Cpiate!" meéans any substance having an addiction-forming of

.

. addiction~sustaining liabiliiy similar to morphine or being capable

3 ’-
cf convorsion into a drug having addiction~forming ox addiction-sustaining
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Iliability. Ii{ does noi include, unless specifically designaled as
controlled umder Seciion 201, Article 2 of The Uniform Conirolled
Substlances Act, the dextrorolatloury isomer of 3-meihoxy-n-ncthylmorphinon
and its salts (dextrouwcthorphan). It does include its raccmic and
levorotatory forms.

11, "Opium poppy" means the plant of the species "Papaver somniferwn
L.", cxcept its scecds,. )

12. “Poppy siraw" mecans all parts, except the seeds, of the opium
poppy, after mowing.

13. "Counterfelt substance" means a controlled substance which,
or the container or labeling of which, withcutt authorization, bears the
trademazk, trade noame, or other identifying mark, imprint, nunber or
device, or any likencss thereof, of a maufacturer, distributor, or
disbcnscr other than the person who in fact manufactured, distributed,

or 2Ispinscd thl Sulolwe.ce .
ig, The term "“cosmetich, wpich shall be held to include Ydentrificed

and "t{oilet articles", means {(a) articles intended to be rubbed, poured,

sprinkled, or sprayed on, introduced intc, or otherwise applied to the

haman body, or any part thereof for cleansing, beautilying, prometing

attractiveness, or aliering the appearance, and (b) articles intonded

for usce as a compenent of any such articles, except that such term

shall not include soap.

15. The term "pharmacy" or "drug store" or "apothecary" shall be
held 1o mean any place where the practice of pharmacy is conducted and
shall inCIude‘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 pursuant to the ¥

*
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orders of a duly licensed medical practitioner in the course of pro-

R

cosional practice, or where drugs are sold at retail, or digsplayed

for sale at retail, or (b) where appropriate licensed practitioncrs!
prescriptions are compounded; or (c) which has upon it or displayved
within i1t, or affixed to or used in connection with it, a sign bearing
the worxd or words "pharmacy'", "pharmacists', "apothecary", "drug store",
ndrugs", "druggist", "medicine", "medicine store", "drug sundries™,
"romedies'", or any word or words of similar oxr like import; or {(d) any
store or shop or other place, with respect to which any of the above
words are used in any adveriiscement.

16. The "practice of phavimey" is the practice concerned with the
preparing, compeounding and dispensing of drugs, medicines, and medical
supplics used in the diagnosis, treatment, or prevention of discase,
wheihier compounded ox dispensed on the prescription of a medical
practiticner, or otherwise legally dispeused or sold, and shall include
the propoer and safe storage, the mainienance of proper. records, and
the dissemination of information cencerning the therapeuiic values and
uses of such druys and medicines.

17. "Dispoensing" is that acpect of the praclice of phurmacy which
is concerned with the processing and handliﬁg of prescription orders
of o licensed medical practitioncers, including the delivery of the
prescribed medicatlion te the patient with consultation.

"Pharmaceut ical dispensing® schall not be construed to include the
prescribing and administering of controlled substances as is included
under the genoral definition of dispensce found in Arxticle 1, Chapier
60A of the Uniform Controlled Subsiances Act.

18, The term "distribute" mecans tc deliver other than by admin-

istexring ox dispensing a controlled substance. .

5o
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10, A "sule" is defined as the supplying of drugs and modicines
for any consideration whether charged separately or incorporataed with
other charges for professional services. IPurther, the providing of
patients with quantitics of drugs and medicines beyond ithose amounts
required for immediate administration shall be decmed a sale.

20. "Pharmacist”‘or "Druggist" means any person registered and/ox
licenscd by the West Virginia Board of Pharinacy to practice ihoe profession
of Pharmacy in the State of West Virginia, and whose license is in good
standing.

21, TAssistant Pharmacisi!" means anylperson licensed by ihe West
Virginia Board of Pharmacy 1o practice the profession of pharmacy as
an Assistant Pharmacist, whose license was i;sued prior to January 1,
1839, and which is in good sianding.

22. The term "practitioner" means:

{(a). A physician, dentist, veterinarian, scientific
investigatox, of oilher persor licensed, registered,
or othexwise permitted to distribute, dispense,
conduct rescarch with rewpect to, or ito administer
a controlled substance in the coursc of professional
practice or research in this state.

{b). A pharmacy, hospital, nursing home, home for the aged,
orphanage, clinic, rest home, governmental agency or
institution, or other place or institution licensed,
registered, or cotherwise permitted Lo distribute,
dispense, conduct rescarcli with respect to, or to
administer a controlled substance in the course of

professional practice or rescarch in this state.
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23, The texm "Board" means the West Virginida Bourd of Pharxmacy.
., 24. The term "DPresident" means the President of the West Virginia
Board of Tharmacy.
25, The term "Vice President' means the Vice President of the
West Virginia Beoard of Pharmacy.

2G. The term "Secretary" means the Secretary of the West Virginia

rd

Board of Pharmacy.

27. "Original Drug Store Permit"” means a permit issucd for a

pharmacy, drug siore or apotihecary under the following conditions:

{a). A new business.

(b). Transfer of an esiablished lusiness 10 a successor.

{c). Transfexr of fifiy percent or morec of the ownership (as
evidenced by interest listed on rencwal application for
previous vears) of an ostablished Lusincss Lo a successer.

(d}. Transfer of ownership which resulis in contirolling intcrest
being acquired by one &r more persons,.

Only pharmacy or drug siecre permits issued under Chapter 30, Article

11, Seciiou 4 of the West Virginia Code shall be considurad a rencwal.
28. The texm "Person'" means individual, corporation, government
or governmental subdivision or agency, business trust, estate, trust,
parinership, or associaiion; or any other legal entity.
29. T"Recognized Scheool of Pharmacy' means a school of pharmacy
whose physical equipment, course of instruction, and teaching personnel
conforms to the standards and specifications ox the eguivalent thereof

required by ithe American Council on Pharmaceutical Education for

Accreditation.

.; 30. '"Intern'" means an individual working in a pharmacy or drug

bt}
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storce 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 become the
usual term referring to apprentices, externs or inierns who are gaining
their practical experience during or after their formal college cducation.
Heredinalier ihie Beard will usc "intern" to refer to individuals registered
with the Board to obtain ihwe practical.experience reguirement.

31. The term "internship" shall be used to describe the practical
experience requirement, and "one year's practical expericnce shall mean
an average work weck of not less than forty hours for a period of one

-

calendar year, except as herein provided for concurrent training
Programs.
32. "Gross immerality" means conduct, acts, and practices which
are inconsistent with decerncy, good order, and propricty of profussional
x

oxr personal conduct and/or which are hostile to the welfare of the

general public. The woxd “gross'-means williul and fLlagrant, rather

than great or oxcessive.

33. "Pergon Addicted" means one wWho has acquired the habit of
using spirituous liquors oxr narcotic or hypnoiic drugs or other agents
o such an exteht as to deprive him of reasonable self-contirel.

34. "Act'" or "Unifoxm Controlled Substances Act" when used in
these reguliations shall mean and refer to Chapter 60A of The West
Virginia Code as cnoacted by The West Virginia Legislature in 1971,

35. MAdminister" means the dircct application of a controlled

-
substance; whether by injoction, inhalation, ingestion, or any other
means, to the body of a patient or research subject by:

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

.‘
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or

(2). the patient or research subject at the direction and in the

prescence of the practitionez.

36, "Munufacture" mcans the producticen, preparaiion, propagation,
conpeounding, conversion, or processing of a controlled substance, cither
directly or indirccily by oextraction from substances of natural origin,
or independently by means of chemlcal synthesis, or by a combination of
extracticn and chemical synthesis, and includes any packaging or re-
packaging of the substance or labeling orxrelabeling of its container,
greepi that this term doees not dnclude the preparation or compounding
of a conirolled substance Ly an individual £o£ his own use or i1he prep-
aration, compounding, packaging, or labeling of a controlled substance:

{1). by a practitioner as an incident to his administering oz
dispensing of a contrelled substance in the course of his
professional practice, orx

(2). by a practitioner, or by his authorized agent under his

supervision, for the purpose of, or as an incident to, reseaxrch,

teachJnyg, or chemical analysis and not for sale.

*}




II.

CLASSIFICATION

OF CONTRCLLED SUBSTANCE
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§201 =~ Schedules

fhe following is a list of controlled substances as
adeopted Ly ithe Wesl Virginia Boards of Phormacy September 20,
1971. This list shall be revised January 1, 1972; Junec 18§,
1972; January 1, 1973; June 15, 19732; and June 15, of each
and every year subscquent to the year 19732. This list is

4

comprised of official, common, usual, chemical or trade name

designations of the controlled substances in the various classes.

(Sece Section 308.11 et seq. for a classification of controlled

substances according to schedules). ,
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ARTICLE 2. STANDARDSANDSCHEDULES.

§6A-2-201. Authority of siste board of pharmacy; recommendations
10 Leyivlwture, —{a} 1he state board of pharmacy shall administer the prov-
soas of fhus chapter, 1 shall also, on the first day of each regular icgislative
sesson, recommend to the Legislature which substances should be added 1o
or deleted from the schedutes of controlled substances contained in this arti-
cle vt reschedule therein,

in making any such recommendation regarding a substance, the state
board of pharmacy shali consider the following factors:

(1) The actunl or relanve potential for abuse;

(2) The scientific evidence of its pharmacological effect, if known;

(35 The stare of current scientific knowledge regarding the substance;

t4) The history and current pattern of abese;

{5 The scope, duranon, and significance of abuse;

(0} The patental of the ~ubstance to producespsychic or physiclogical
depeadence latabry, and

(7} Whether the subvianee 15 an immediate precursor of u substanve
alieady voatiodled under tins arnicle.

{#) After conaidening the factors enumerated in subsection (b), the state
boand of pharmacy shell make findings with respact to the substance under
vonsderation, ot finds 1hal any substance not already controtied unde:
any whedule bas o petennal for abuse, it shall recommend o the
fegndature that the substance be added to the appropriate sch~dule, If it
finds that any substonee already controlled ugder any schedule should be
rescheduled or deleted, 2t shall s0 recommend go the Legislature.

{} if the state board of pharmacy designates & substance as an im-
med:aie precursor, subsiances which are precursors of the controlled
precurser shall not be subject to control solely because they are prescursors
of the controiled precursor. ) '

(d) If any substance is designated rescheduled or deleted as 8 controlled
substance under federal isws and notice thereof is given to the state board
of pharmagy, the board shall recommend similar control of such substance
to the Legislature, specifically stating that such recommendation is based on
federn) action and the reasons why the federal government deemed such ac-
tion necessary and proper.

(¢} The authority vesied in the board by subsection (a) of this section
shaii not extend to distilied spirits, wine, malt beverages or tobacro as those
termy are defined or used in other chapters of this code nor to any nonnar-
cotic substance Hf such substance may under the *‘Federal Food, Drug and
Cusmetic Act'” and the law of this state lawfully be 10ld over the counter
without a prescription.

§604-1-202, Nomenclature.—The controilad substances listed In the
schedules in this article are included by whatever official, common usual,
chetaical or 1rade name designated,

32
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$60-2-203. Schedule I criteris.—~The state board of pharmacy shall
recommend to the Legislature that a substance be included in Schedule I if it
finds that the substance: .

{1} Has high potential for abuse; and
{2} Has no accented medical use in treatment in the United States or
lacks accepted safety for use in treatment under medical supervision.

§60A-2-204. Schedule I.—{n} The controlled substances listed in this
section are included in Schedule 1.

{b) Unless specifically excepted or unless listed in another schedule, any
of the following 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 possible within the specific chemical designation:

{10 Acetylmethadol;
(2) Allylprodine;
(3) Alphacstylmethadol;
(4} Alphameprodine;
(5) Alphamethadol;
{6) Benzethidine;
(73 Betacetylmethadol
(8) Betameprodine;
(%) Betamethadol;
(10) Betaprodine;
{11} Clonitazene;
(12} Dextromoramide;
{13} Diampromide;
{14) Diethylthiambutene;
(15) Difenoxin;
(15) Dimemoxadol;
{17} Dimepheptanol;
{i8) Dimethylthiambutene;
{1%) Dioxaphetyl butyrate;
{20) Dipipanone;
(21) Ethylmethylthiambutene;
(22) Etonitazene;
(23) Etoxeridine;
(24) Furethidine;
(25} Hvdroxypethidine;
(26) Ketobemidone;
(27) Levomoramide;
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(28)
(29)
(30)
(3D
(32)
(33)
(34)
(35)
(36)
(37)
(38}
(3%
(40)
(41)
(42)
{43)
(44)
(43)

{c) Unless specificaily expected or unless listed in another schedule, &ny
of the fallowing opium derivativers, its salts, isomers and slts of isomers
whenever the existence of such salts, isomers and salts of isomers is possible

Levophenacylmorphan;
Morpheridine;
Moracymethadol;
Norievorphanol;
Normethadone;
MNorpipanone;
Phenadoxone;
Phenampromide;
Phenomorphan;
Phenoperidine;
Piritramide;
Proheptazine;
Properidine;

Propiram;
Racemoramide;
Sufentanil;

Tilidine;

Trimeperidine. .

within the specific chemical designation:

(D
(2)
)
{4)
(5)
()]
)]
(8
(%
(10)
(11)
(12)
{13)
(i4)
(15)
(16)
(17
(18)
(19

Acetorphine;
Acetyldihydrocodeine;
Benrylmorphine;
Codeine methylbromide;
Codeine-N-Oxide;
Cyrenorphine;
Desomorphine;
Dihydromorphine;
Drotebanol;
Etorphine (except HC1 Salt);
Heroin;

Hydromorphinol;
Methyldesorphine;
Methyldihydromorphine;
Morphine methyibromide;
Morphinemethylsuifonate;
Morphine-N-Oxide;
Myrophine;

Nicocodeine;

-
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{20y Nicomorphine;
(21) Normorphine;
(22) Phoclodine;
(23) Thebacon.

(d) Urdess specificaily excepted or unless listed in another schedule, any
material, compound, mixture or preparation, which contains any quantity
of the following hallucinogenic substances, or which contains any of the
salts, isomers and salts of isomers of any thereof whenever the existence of
such salts, isomers and salts of isomers if possible within the specific
chemical designation and for the purposes of this subsection only,

“isomer’* includes the optical position and geometric isomers;

{1} 2,5-dimethoxyamphetamine; also known by these trade or other
names: 2, S-dimethoxy-a-methylphenethylamine; 2, 5-DMA;

{2) 3, 4-methylenedioxy amphetamine;

(3) 4-bormo-2, S-dimethoxyamphetamine or 4-bromo-2, 5-dimethoxy-
a-methviphenethylamine, or 4-bromo-2, 5-DMA;

{4) 5-methyloxy-3, 4-methylenedioxy amphetamine;

{5) 4-methoxyamphetamine; also known by these trade or other names;
4-methoxy-a-methyiphenethyliamine; paramethoxyampheiamine; PMA;

(6) 3, 4, 5-trimethoxy amphetamine;

(7 Bufoteinine; known also by these trade and other names;
3-(B-Dimethylaminoethyl)-5-hydroxyindole; 3-(2-dimethylaminc-ethyl)-5)
idolol; N-N-dimethylserotonin; 5-hydroxy-N-dimethyltryptamine; map-
pine; -

(8) Diethvltryptamine; known alse by these trade and other names;
N-N-Diethyliryptamine; “DET*;

(9} Dimethyltryptamine; known also by the name “DMT";

{10y d-methyl-2, Se-dimethoxy amphetamine; known also by these
trade and other names: 4-methyl-2, S-dimethoxy-a-methyiphenethylamine;
“DOM"; “STP'";

{11) Ibogaine; known also by these trade and other names: 7-Ethyl-6,
Ga, 7, 8, 9, 10, 12, 13-joctahydro-2-methoxy-6, 9-methano-SH-pyrido (1°,
2’: 1, 2 azepino 4, 5b) indole; tabernanthe iboga;

(12} Lysergic acid diethylamide;

{13) Marihuana;

{14) Mescaline;

e
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(15) Peyote; meaning all parts of the plant presently classified
botanically as Lophophora Williamsii Lematre, whether growing or not;
the seeds thereof; any extrat from any part of such piant; and every com-
pound, manufacture, sait, derivative, mixture or preparation of such plant,
iis seeds or extracts;

{16} N-ethyl-3-piperidyl benzilate;
(17) N-methyl-3-piperidyl benzilate;
{18) Psilocybin;

{19} Psilocyn;

(20} Tetrahydrocannabinols; including synthetic equivalents of the
substances contained in the plant or in the resinous extractives of Cannabis
or synthetic substances, derivatives and their isomers with similar chemical
structure and pharmacological activity such as the foliowing:

Deilta !
Cis or trans tetrahydrocannabinol, and their optical isomers;

Delta 6
Cis or trans tetrahydrocannabinol, and their optical isomers;

Delta 3, 4
Cis or trans tetrahydrocannabinil tetrahydrocannabinol, and their op-
tical isomers;

(21) Thiophene analcg of phencyclidine; also known by these trade or
other names: (A) (i-{2-thienyl) (1-(I-thieyl) cycichexyl) piperidine; (B)
Thieny! analog of phencyclidine: TPCP;

(22) Ethylamine analog of phencyclidine. . . Some trade or other
names: N-ethyl-1-phenylcyciohexylamine, (I-phenyleyclohexyl) ethylamine,
N-{1-phenylcyclohexyl) ethylamine, cyclohexamine, PCE:

{23} Pyrrolidine analog of phencyclidine . . . Some trade or other
names: 1-{1-phenylcyclohexyl)-pyrrolidine, PCYy, PHP.

{c) Unless specificaily excepted or unless listed in another schedule, any
of the following depressants, its salts, isomers and saits of isomers is possi-
ble within the specific chemical designation:

{1) Mecloqualone.

-

§60A-2-205. Schedule 17 criteriz,—The state beard of pharmacy shall
recommend to the Legislature that a substance be piaced in Schedule I if it
finds that: (1) The substance has a high potential for abuse;

{2) The substance has currently accepted medical use in treatment in the
United States or currently accepted medical use with severe restrictions;
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{3} Abuse of the substance may lead to severe psychic or physical
dependence.

§60A-2-206. Schedule 11.—(a) The controlied substances listed in this
section are inciuded in Schedute II. ’

{b) Unless specifically excepted or unless listed in ancother schedule, any
of the folicwing stibstances whether produced directly or indirectly by ex-
traction {rom substances of vegetable origin, or independently by means of
chemical synthesis, or by a combination of extraction and chemical syn-
thesis:

(1) Opium and opiate, and any salt, cofnpound. derivative or prepaya-

tion of apium or opiate exciuding nalorphine, naxolone and naltrexone and -

their respective salts, but including the following:
{A) Raw opium;
{B) Opioum extracts;
{C) Opium fluid extracts;
(D) Powdered opium;
(E} Granulated opium;
{F} Tincture of opium;
{G} Codeine;
{H) Ethylmorphine;
() Ethrophine HCL;

(J} Hydrocodone; ~
(K} Hydromorphone;
(L) Metopon;

(M) Morphine;

(N) Oxycodone;

{0) Oxymorphone;

(P) Thebaine;

(2) Any salt, compound, isomer derivative or preparation thereof
which is chemically equivalent or identical with any of the substances refer-
red to in subdivision (1) of this subsection, except that these substances shall
not include the isoquinoline alkaloids of opium;

(3) Opium poppy and poppy straw;

(4) Coca leaves and any salt, compound, derivative or preparation of
coca leaves, and any salt, compound, derivative or preparation therecf
which is chemically equivalent or identical with any of these substances, ex-
cept that the substances shall not include decocainized ¢oca leaves or extrac-
tions of coca leaves, which extractions do not contain cocaine or ecgenine;
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{5) Concentrate of poppy straw (the crude extract of poppy straw in
either liquid, solid or powder form which contains the phenathrine
alkaloids of the epium poppv).

(c) Unless specifically excepted or unless in another schedule, any of
the following 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 possible within the specific chemical designation;

(1) Alphaprodine;

{2) Anileridine;

(3) Bezitramide;

(4) Dihydrocodeine;

{5) Diphenoxylate;

(6) Fentanyl;

(7} Isomethadone;

{8) Levomethorphan;

(9) Levorphanol;

(10) Metazocine;

(11) Methadone;

{12) Methadone-ltermediate, 4-cyano-2-dimethylamino-4, d4-diphenyl
butane;

{13} Moramide-Intermediate, 2-methyl-3-morpholino-1, i-diphenyl-
carboxylic acid;

(14) Pethidine; {meperidine);

{15} Petludine-Iniermediate-A, 4-cyano-I-methyl-<4-phenyipiperidine;

(18) Pethidine-Intermediate-B, sthyl-4-phenyipiperidine-4-carboxylate;

{17) Pethidine-Intermediate-C, 1-methyl-d-phenylpiperidine-car-

(18) Phenazocine; ’

{19} Piminodine;

{20} Racemethorphan; .

(21) Racemorphan;

{d) Unless specifically excepted or unless listed in another schedule, any
material, compound, mixture or preparation which contains any guantity
of the following substances having a stimulant effect on the central nervous
system:

(1) Methamphetamine, including its salts, isomers and saits of isomers;

(2) Amphetamine, its salts, optical isomers and salts of its opticai
isomers;

(3) Phenmetrazine and its salis;

{4) Methylphenidate and its salts;
{e) Unless specifically excepted or unless lsted in another schedule, any
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material, compound, mixture or preparation which contains any quantity
of the following substances having a depressant effect on the central ner-
vous system, including its salts, isomers, and salts of isomers whenever the
existence of such salts, isomers and salts of isomers s possible within the
specific chemical designation:

(1) Methaqualone;

(2) Amobarbital;

(3) Secobarbital;

(4} Pentobarbital;

(5) Phencyclidine.

{f) Immediate precursors. Unless specifically excepted or unless listed
in another schedule, any material, compound, mixture, or preparation
which contains any quantity of the following substances:

{1) Immediate precursor to amphetamine and methamphetamine;

{i} Phenyiacetone
Some trade or other names: phenyl-2-propanone;
P2P; benzylymethy! ketone; methyl benzyl ketone.
(2) Immediate precursors to phencyclidine (PCP):
(i) t-phenylclohexylamine
(i} I-piperidinocyciohexanecarbonitrile (PCC)

§60A-2-207, Schedule Il criteria.— The state board of pharmacy
shall recommend to the Legisiature that a substance be placed in Schedule
IT1 if it finds that:

(1) The substance has & potential for abuse less than the substances
listed in Schedules I and 1i;

(2) The substance has currently accepted medical use in treatment in the
United States; and ‘

(3) Abuse of the substance may lead to moderate or low physical
dependence or high psychological dependence,

§60A-2-208. Schedule IIl.—(a) The controlled substances listed in
this section are included in Schadule I,

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

system:

{1) Benzphetamine;
(2} Chlorphentermine;

T
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{3) Clortermine;

(4>-Mazindot;

(5) Phendimetrazine,

(c) Unless specifically excepted or uniess listed in another schedule, any
material, compound, mixture or preparation which contains any quantity
of the following substances having a depressant effect on the central ner-
vOus system:

(1) Any substance which contains any quantity of a derivative of bar-
bituric acid;

(2) Chiorhexadol;

(3) Glutethimide;

(4) Lysergic acid;

(5) Lysergic acid amide;

{6) Methyprylon;

{7) Sulfondiethyimethane;

(8) Sulfonethylmethane;

(%) Sulfonmethane;

{10) Any compound, mixture, or preparation containing:
(i) Amobarbital;
(ii) Secobarbital;
(i) Pentobarbutal or any salt therecf and one or more cther active
medicinal ingredients which are not listed in any schedule;
(12) Any suppository dosage form containing:
(i) Amobarbital;
(ii) Secobarbital;
{iii) Pcntobarbiza.l;

{d) Nalorphine. ,

(&) Narcotic drugs. Unless specifically excepted or unless listed in
another schedule, any material, compound, mixture or preparation contain-
ing limited quantities of any of the following narcotic drugs or any salts
thereof:

(1) Not more than 1.8 grams of codeine per 100 milliliters and not more
than 9 milligrams per dosage unit, with an equal or greater quantity of an
isoquinoline alkaloid of opium;

{2) Not more than 1.8 grams of codeine per 100 milliliters and not more
than 90 milligrams per dosage unit, with one or more active, nonnarcotic in-
gredients in recognized therapeutic amounts;

(3) Not more than 300 milligrams of dihydrocedeinone per 100

milliliters and not more than 15 milligrams per dosage unit, with a fourfold
of greater quantity of an isoquinoline alkaloid of opium;
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{4) Not more ithan 100 milligrams of dihydrocodeinons per 100
milliliters and not more than 15 milligrams per dosage unit, with one or
more active, nonnarcotic ingredients in recognized therapeutic amount;

{5} Not more than 1.8 grams of dihydrocodeine per 100 mitliliters and
not more than 99 milligrarns per dosage unit, with one or more active, non-
narcotic ingredients in recognized therapeutic amount;

{6) Not more than 300 milligrams of ethylmorphine per 100 milliliters
and not more than 15 milligrams per dosage unit, with one or more active,
nonnarcotic ingredients in recognized therapedtic amounts;

(7) Not more than 500 milligrams of oplum per 100 milliliters or per
100 grams and not more than 25 miliigrams per dosage unit, with one or
more active, nonnarcotic ingredients in recognized therapeuiic amounts;

{8) Not more than 50 milligrams of morphine per 100 milliliters or per

100 grams and not more than 2.5 milligrams per dosage unit, with one or
more active, nonnarcotic ingredients in recognized therapeutic amounts.

§60A-2-209. Schedule 1V criteria.—The state board of pharmacy shall
recommend to the Legisiature that a substance be placed in Schedule IV if it
finds thar:

(1) The substance has a low potential for abuse relative to substances in
Schedule Lil;

{2) The substance has currently accepted medical use in treatment in the
United States; and

{3) Abuse of the substance may lead to limited physical dependence or
psychological dependence relative to the substances in Schedule HI,

§60A-2-210, Schedule 1V.—(a) The controlled substarnces listed in this
section are included in Schedule 1V.

{(b) Unless specifically excepted or unless listed in another ichedule, any
material, compound, mixture or preparation which contains any quantity
of the following substances, including its salts, isomers and salts of isomers
whenever the existence of such salts, isomers and salts of isomers is possible
within the specific chemical designation:

{1) Barbital;

{2y Chloral betaine;

(3) Chioral hydrate;

{4) Ethchlorvynol;

(5) Ethinamate;

{6y Methohexital;
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any gquantity of the {ollowing substance, including its salts, isomers
{whether optical, position or geometric) and salts of such isomers whenever
the existence of such salts, isomers and salts of isomers is possible:
Fenfluramine.

material, compound, mixture or preparation which contains any quantity
of the following substances having a stimulant 2ffect on the central nervous
system, including its salts, isomers (whether optical, position or geometric)
and salts of such isomers whenever the existence of such salts, isomers and
salts of isomers is possible within the specific chemical designation:

thereof);

another schedule, any materisl, compound, mixture or preparation which
contains any quantity of the following substances, including its salts:

methyl-2-propionoxybutane),

micrograms of atropine sulfate per dosage unit.

{7) Meprobamate;
{8) Methylphencbarbital, as methobarbital;
(9) Paraldehyde;

(10} Petrichloral;

(11} Phenobarbital;

{12) Lorazepam;

{13) Mebutamate;

(14) Clorazepate; .

(15) Chlordiazepoxide;

(16) Clonazepam;

{17) Diazepam;

{18) Flurazepam;

{19) Oxazepam;

(20) Prazepam,

{21) Pentazocine.

-

(¢} Any material, compound, mixture or preparation which contains’

{d) Unless specifically excepted or uniess listed in another schedule, any

(1) Disthylpropion;
(2} Phentermine;
{3} Pemoline (including organometallic complexes and chelates

(4) Pipradrol:

{5) SPA ({(-)-1-dimethylamino-1, 2-diphenylethane}.
{e) Other substances, Unless specifically excepted or unless listed in

(1) Dextropropoxyhene (alpha-(+ )4-dimethylamino-1, 2.diphenyi-3-

(f) Not more than 1 milligram of difenoxin and not less than 25
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$60A-2.211. Schedule V eriterin.—The state board of pharmacy shall
recommend to the Legislature that a substance be placed in Schedule Vif it
finds that;

(1) The substance has a low potential for abuse relative to the controll-
ed substances listed in Schedule IV;

{2) The substance has currently accepted medical use in treatment in the

" United States; and ‘

{3y The substance has limited physical dependence or psychological
dependencs liability reiative to the controlled substances listed in Schedule

Iv.

§60A-2-212, Schedule V.—(a) The controlled substances listed in this
section are included in Schedule V.

(b} Narcotic drugs containing nonnarcotic active medicinal ingredients. -
Any compound, mixture or preparation containing any of the following
limited quantities of narcotic drugs or salts thereof, which shall include one
or more nonnarcotic active medicinal ingredients in sufficient proportion to
confer upon the compound, mixture or preparation valuable medicinal
qualities other than those possessed by the narcotic drug alone:

(1) Not mere than 200 milligrams of codeine per 100 milliliters or per
100 grams and not more than 100 milligrams per dosage unit;

{2) Not more than 100 miiligrams of dihydrocodeine per 100 milliliters
or per 100 grams and not more than 5 miliigrams per dosage unit; '

(3) Not more than 100 milligrams of ethylmorphine per 100 milliliters
or per 100 grams and not more than § milligrams per dosage unit;

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

(%) Not more than 100 milligrams of opium per 100 milliliters or per
100 grams; T ) -

(6) Not more than 0.5 milligram of difenoxin and not less than 25
micrograms of atropine sulfate per dosage unit.

{c) Loperamide.

(d) Amyl Nitrite, isobutyl nitrite and the other organic nitrites are con-
trolled substances and no product containing these compeounds as g signifi-
cant component shall be possessed, bought or sold other than pursuant tna
bong fide prescription, or for industrial or manufacturing purposes.

§60A-2-213. Heview and printing of schedoles by board; public

information.—The state board of pharmscy shail annually review and
Y.
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cause to be printed the schedules contained in this article, which printed
schedules shall be made available o the public.




iix.
RIEGISTRATION OF MANUFACTURERS,
DISTRIBUTORS AND DISPLNSERS

Cr CONTROLLLED SUBSTANCES

S
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ARTICLE 1

GENERAL INFORMATION
§301.01 - Scope of Part 301

Procedures governing the regisitration of manufacturers,
distributors, and dispenscrs of controlled substances pur-
suant to sections 301 ihrougﬁ 305 of the Uniform Controlled
Substances Act {Chapter 60A, West Virginia Code) are set
foxrth generally by those scclions and specifically by the
sections of this part. )

(a) The provisions contained herein which regulate
the dispensing or administering of controlled substances

are applicable only insofar as ithey may affect pharmacists,

el et

nharmacies and :r“\?‘:‘af"f“? fianmere se Aafined 9n To107T ~AF +haca ~u
laticns. In every instance the said provisicons shall apply to
all pharmacists or druggists; to all phormacics, drug stores

or apothecariecs; to every shop, store, rest home, nursing home,
hospital, czcphanage, clinic, homé foxr the aged, governmental
agency or institution or other places, whexcin controlled
substances, as defined Ly Article 1, Section 101 of the Act
(Chapter 60A, West Virginia Code) are dispensed or adminis-
tercd. Nothing contained herein shall be talken to affect

the dispensing or administering of controlled substances by

persons or practitioners other than those set forth in this

paragraph.
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§201.02 - Doefinitious

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

(a)} The term "Aci" means the "Uniform Controlled Sub-
stances Act (Chapter 60A West Virginia Code as adopted by the
West Virginia Legislature 1671)."

(b) The term "basic ciass” means, aé to controlied sub-
stances listed in  schedules I and II:

(1} cach of the opiates, including its iscomers, estors,
ctheres, salts, amnd salts of isomers, esters, and ethers whene-
ever ihe existeonce of such isomers, osiers, ethers, and salls
is possible within the specific chemical designalion, listed
in §308.12(b) of this chapter;

(2) cacl of the opium derivatives, includina its salts.
igomers, and salls of isomers whenever the existence of such
salts, isomcrs and salts Of isomers is possible within the
specific chemical designation, listed in §308.11(c) of this
chaptex;

(3) each of the hallucinogenic substances, including
its salts, iscmers, and salts of isomers whenever the exis-
tence of such salts, isomers; and salis of isomers is possible
within the specif;c chemical designation, listed in §308.11(d)
of this chapler;

(41_ each of ihe following substances, whether produced
di;ectly or indirectly by extraction from substances of

vegetable origin, or independently by means of chemical

gy
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synthicsis:
(i) opium, including raw opiwm, opiun uxiracis, opium
fluid extracts, powdered opilum, granulated opium, devmiorized

opiwn and tincture of opium;

(i)
(iid)
(iv)
(v)
(vi}
(vii)
(viid)
(ix)

(x)

Apomorphiine;
Codeine;
Etlthylmorphing;
Hydrocodone;
Hydromorphono;
Metopon;
Morphineg;
Uxycodone;

Oxymorphones;

Thebaine:

@ (i)

~

(xii) Mised alkaloids-of opium listed in ¢308.12 (L) (2)
of this chapter; . ‘
{xiii) Cocaine; and
{xiv} T'uyonine;

(5) tach of the opintes, including iis isomcrss, eéturs,
cthers, salts, and salts of isomers, osters, and cethers wien-
cver the existence of such iscmers, estoers, cthers, and saltis
is possible within the specific chemical designation, listed
in §308.12 {c) of this chapter;

or

(6) Methamphetamine, including its salts, isowmers and

salts of isecmers, or combination ihercof.

. ;
(7) Amphetomines including its salts isomers and salts

of isomers, or combinations thexeof. ' .

~03
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{c¢) The term "Board" means the West Virginia Board of
Pharmacy.,

(d} The term "hearing" means any hearing held pursuant
1o this parxt for the granting denial, revocation, or sus=-
ponsion of a registration pursuant to Article 3, §365 of the
Uniform Controlled Substances Act {(Chapter GOA West Virginia

El

Coda. )

{e) The term “person" includes any individual, corpora-
tion, government or governmental subdivision or agency,
business trust, partnership, associatign, or other legal entity.

{(£) The terms "register" and “"registration" refer ohly
to rcgistraiién required and permitted by Article 3, Section
303 of the Uniform Controlled Substances Act (Chapter 604
Woot Virainia Cnded. '

{g) The term "registrant" mecans any person who 1s
registered pursuant to Article 3, Section 303 of the Uniform
Controlled Substances Act (Chapter 60A West Virginia Code).

{h} Any term not defined in this Section shall have the
definition scet forih in Scction 1-101 these regulations or in

Secection 1-101 of the Act.

~
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§201.03 - Information; sprcial iustructions.

. Information regarding procedures under these. rules
and instructions supplementing these rules will be furnished

upon request by writing to the Secretary of The West Virginia

Board of Pharmacy.
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ARTICLE 2
FLEES FOR REGISTRATION
AND REREGISTRATION

§301.11 - Fee amounts.

-{a) TFor each registration or reregistration to manu-
facture contrclled substances, the registrant shall pay a
fee of 550. ’

(b) For each registration or reregistraticn to distri-
bute controlled substances, ihe registrant shall pay a fee
of $25.

{c) For each registration or rereéistration to dispense
or to conduct rescarch or instructional activities with, con-
trolled substances listed in scheduies IT through V, the
registrant shall pay a fee of $5.

(d) For cach registration or reregistration to conduct
research or instructiional activities with a controlled sub-
stance listed in schedule I, the registrant shall pay a fee
of $5.

(e} For cach registiration or recregistration to conduct

chemical analysis with conirolled substances listed in any

schedule, the registrant shall pay a fee of 53,

§301.12 - Time and methed of payment; refund.
Registration and reregistration fees shall be paid at
the timc"when the application for registration or rercgistra-

tion is submitted fox filing. Payment should be made in the

Fob
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form of a porsonal, certified, or cashier's checl or monoy
order made payable 10 West Virginia Board of Pharmacy". Pay-
ments made in ihe form'of stamps, foreign currency, or third
party endorsed checks will not be accepted. In the event that

the application is not acceptied foxr filing or is denied, the

payment shall be refunded to the applicant.
§301.13 ~ Persons exempt from fee.

(a) The West Virginia Board of Pharmacy shall exempt
from payment of a fee for regisfration or rerégistration the
following pcrsons: X

(1) Any official or agency of the U.S. Army, Novy, Marine

Corps, Alr Ferce, Coast Guard, Veteraons' Administration or

LD -

Public Health Service who is authorized to procure or purchase

. . - N e B Em D <
Cuithevaatd Lo Lot foxm offiqas T e and

(2) Any official, employee, or othex civil officexr or
agency of the United Stéles, of any State, or any political
subdivision or agency thercof, who is authorized to purchase
controlled substances, to ob{ain such substances from official
stocks, to dispense ¢r administer such substances, to conduct
research, instructional activities, or chemical analysis with
such substuances, or any combinatiop thercof, in the course of
his official duties or cmployment.

(b) In orxder to claim execmption from payment of a regis-
tratiesn or reregistration fée, the registrant shall have com-
pleted the certification on the appropriate application form,
whercein iﬁe registrant's superioxr certifies to the status and

address of the registrant and to the authority of .the registrant




1o preclinical research (including quality acguire, possess

or handle conirolied substances).

. c) CExemptition from payment of a registration or reregis-
. L , g

"tration fee docs not relieve the registrant of any other reguire-

ments or duties prescribed by law.

sO05
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ARTICLE 3

REQUIREMENTS OF REGISTRATICN
§301.21 - Persons regquirced io registex.

(1) Every person who manufactures, distributes, or
dispenses any controlled substance or who proposes 10 engage
in the manufacture, distribytion, or dispensing of any con-
trolled substance shall obtain annually a registration unless
exempted by law or pursuant to Article 2 § 301.12. Only
persons actually engaged in such activities are reguired to
obtain a registration; related or affiliatcd persons who are
not engaged in such activities are not required tc be regis-
tered. (For example, a stockholder or parent corporation of
a corporation manufacturing controlled substances is not

TEUL e PO LAt A Yo eTraYannm
§301.22 - Separate registration for independent activities.

(2){a) The following eight groups of activities axe
deemed to bLie independent of cach other:
'(1) Moanufacturing controlled substances;

{2) Distributing controlled substances;

(32) Dispensing narcotic and nonnarcetic, and conducting
research with nonnarcotic, and conducting instructicnal acti-
vities with narcotic and nonnarcotic, controlled substances
listed I schedules II through Vi

(4) Conducting research with narcotic controlled sub-

stances listed in schedules II through Vi

*i




(5} Ceonducting research and instructicnal netivitico
with controlled substances listed in schedule 1

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

(7) Importing controlled substances; and

(8) Exporting controlled substances listed in schoiules
I through iv. , )

{b) ELvery 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 thais
paragraph. Any person, when registered’ to engage in thn
group of activities described in each subparagraph in this
paragraph, shall be authorized to engage in the coincident
activities described in that subparagraph without obtaincd o
1a5, Lo
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vided that, unless spccif}cally exempted, he complies wilh
all requirements and duties prescribed by law fox persons
registered 1o engage in such cpincident activities:

(1) A person registered to manufacture ox import any
conirolled sulistance ox basid glass of controlloed subslonce
shall be autlhorized to distribute that substance cr class,
but no other substance or class which he is not registered
to manufaciurc or import;

(2) A person registered to manufacture any controlled
substiande listed in schedules IT through V shall be authorized
to conduct chemical analysis and. control analysis) with

narcotic and nonnarcotic controlled substances listed in those

.
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schedules in which he is authorized io manufacturec;
(3} A persen registered to conduct resecarch with a

basic class of controlled substance listed in schedule T

4
'

shall be authorizedrto manufacturersﬁch class 1f and to the
extent that such manufaciure is set forth in the research
protocol filed with the application for registration:

(4). A pcfson rcgistc:p@ to conduct chemical analyéis
with contrclled substances shall be authorized to manufacture
and dimport such substancés for analytical or instructional
purposes, to distributc such substances to othexr persons
registered to conduct chemical analysis‘or instructional
activities and to persons exempted from registration pursuant
to Article 2 § 301.13, to export such substances to pérsons
in other countries performing chemical analysis or enforcing
2o29Ws Yelatling tv o wuouiiollld suLsilances vl Arugs in tnose
countries, and to conduct instructional activities with con-
trolled substiunces; and !

(5} A porson Icgiste:éé to conduct regcarch with nar.otic
controlled substances listed in schedules II through V shall
be authorized to conduct research with nonnarcotic controlled
subsiances listed in schedules II through V.

{c) A single registration 1o engage in any group of
indepondent activities may include éither (1) one or moxe
controlled substances listed in schedules II through V or (2)
oneé basfé 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 substance

< A s




listed in schedule I and also include one or more controliled

substances listed in schedules II through V.
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§301.23 - Scparate registrations for separatce locations.

{a) A separale registration is reguired for cach
principal place of business orx_ professional practice at
one general physical location where controlled substances
are manufacture, distributed or dispensed by & person.

(p) The followiné locatiéns shall be decmed not to be
places where controlled sub;tances are manufactured, distri-
buted, or dispensed;

(L) A warchouse where controlled substances.are stored
by on behall of a registerad person, un%ess such subgstonces
are distributed directly from such warchouse io regi&tranté
other than the registered person or Lo persons not required
to register by virtue of subsection 302{(c)(2) of the Uniform
Controlled Substances Act (Chanter G0A West Virvainia Codel:

{2) An office used Ly agents of a registrant where
sales of contlrolled substﬁhccs'are solicited, made, or
supervised but which neitlier contains such substances (other
than substances for display pufposes or lawful distribution
as samples only) nor serves as a distribution point for filing
sales orders; and

{(3) An office used by a practitioner (who is registered
at another location) where contreolled substances are prescribed
but neither administered nor otherwise dispensed as a regular
part of the professional pracfice of the practitioner at such
of?ice, and where no supplics of controlled substances are

maintained.
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(c) A scparate registration shall be required by cvery
place requiring the use of pharmacists, consultants, coorxdinators
ox pharmaccutical services including, but not limited to, rest
homes, nursing homes, hospitals, clinics, orphanages, homes for
the aged, governmental agencies or institutions whether or not
such pharmacists, consultants ox coordinators be registered in

-,

another capacity.
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§201.206 -~ DBxemption of law enforcement officials.

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

(1) Any officcer ox employee of the Bureau, any officer
of the U.S. Burcau of Cusions, any officer or employce of the
United States Food and Drgg Administration, and any other
Federal officer who is lawfully engaged in the cenforcement of
any Federal Law relating to controlled substances, drugs or
custons, and is duly authorized to possess controlled sub-
stances in ilie course of his official duties: and

(2) Any officcr or cmployee of any State, or any
political subdivision or agency thereof, who is engaged in

i T e S SN o~
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trolled substances and is duly authcerized to possess controlled

substances in the couse of his official duties,

{(3) Any official exempiced by this section may, whan
acting in the course of his official duties, possess any con=
trolled substance and disfributc any such substance to any
other official who is also exempited by this section and

acting in the course of his official duties.

e
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§301.27 - Lxemption of civil defense officials.

{a) The requirement of registration is waived for any
official of a civil defense or disaster relief organization
who in the course of his official duties,‘it authorized to:

(1) Maintain, and distribute for such maintenance,
controlled substances held for emergency use; or

,

{(2) Procure controlled substances for the purposc of
maintaining supplies for emergency use, provided that all of
such procurement ig from ihe U.S. General Scrvices Administra-
tion and in accordance with the rules of the U.S. Office of
Energency repardedness. ; |

(b} The requircnent of registration is waived for any
of ficial of a civil defense or disaster relief organization
Guiale a drabe ul dioelutiioy wa G880 ECL  ra tiemes dide Flde socaw
tion proclaimed by the President or by a concurrent resolution

-

of the Congress, which official, in thercourse of his official
duties, during such emergency or disasger, is authorized to:

(1) Dispense controlled substances; or

(2) Procure or distributie controlled substances, provided
that all such procurcment is on a special "Civil Defense
Emcergency Orxder Form", as described in this section.

(¢) Civil Defense Emergency Order Forms shall be fur-
nished by the U.S. Office of Emergency Preparedness and will
contain the name of the civil defense or disaster relief
organization. Such forms may bLe used and are valid only
during a staﬁé of emergency or disaster proclaimed by the

President or by a concurrent resolution ¢f the Congress for

"
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the arvea in which the organization using such_forms has civil
defense or disaster reliefl jurisdiction, who shall state his
position and the nature and legal designation of the energency
or disaster. Such forms may be filled by any person regis-
tered under the Uniform Controlled Substance Act. The organi-
zation shall, upon the cxecution of a Civil Defense Emcrgency
Order ﬁorm, be decwmed to bc’registered undex the Uniform

Controlled Substance Act, for purposes of recordkeeping pur-

suant to Part 304 of thils chaptex.
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ARTLCLE I
APPLICATICNS FPCR REGISTRATION
§301.31 - Time for application for registration;.expiration dato,

{a). Any porson who is reguired to be rogistered and who
is not so regilstcred may apply for registration et any time. XNo
person required to be registered shall engage in any activity
for which registration 1ls required until the application for
rogilstrastion is grantod and Ceortificate of Regilstration 1ls issued
by the Wost Virginis Board of Pharmacy to such person.

{(b). Any person who is reglstored may apply to be rercgilastercd

not more than 30 days bveforo the sxpilration date of his registraticn.

L




§3031.32 - Application forms; contents; signaturae.

(a). If any person is recquired to be registered and is
not so registerxed and is applying for registration:

(1L}, To manufacutre or distiribute controllcd substances,
he shall apply on The Wesi Virginia Boéﬁd ¢f Pharmacy Official
Registration Form; ,

(2). To dispense narcotic or nonnarcotic, or to conduct
research with narcotic or nonnarcotic, or teo conduct instructional
activities with narcotic or nonnarcotic, controlled substances
listed in schedules II through V, he shall apply on The West

;
Virginia Board of Pharmacy Official Registration Foxm;

{3). To conduct research on humans or animals on the coffects

of narcetic controllied substances listed in schedules II through

'\(', e MIDAE IS 2tk o trsn e Wassmr un FETIEIN L M AT b A sy Ot ximnot
Regilstration Formj
(4). 7To conduct rescarch witih a controlled substance listed

-~

in schwedule L he shall apply on The West Virginia Deard of
Pharmacy Official Registsation Form wiih three copices of a rescazch
protocol describing the research‘project attached to the form;

(5). To conduct instructional activities with a con-
trolled substance listed in schedule I; he shall apply as a
researcher on The Westi Virginia Board of Pharmacy Official
Registration Form, with two copies of a statement describing the
nature, &xtent, and duration of such instructional activities
attachicd to phe form; and

(6. To conduct chemical analysis with controlled sub- -

stances listed in any schedule, he shall apply on The West Virginia
L]
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Board of Pharmacy Official Registration Form.

(b). 1If any person is registered and is applying for
reregistration:

(1). To manufacture or distribute controlled substances,

he shall apply on The West Virginia Board of Pharmacy Official

Registration Form;

{2}. To dispense narcoéic or nennarcotic, or to conduct
research with narcoiic or nonnarcotic, or to conduct instructional
activities with narcotic or nonnarcotic, controlled substances
listed in schedules II through V, he shall apply on The West
Virginia Board of Pharmacy Official Regisiration Form; |

(3). To conduct research on humans or animals on the effccts
of narcotic controlled substances listed in schedules II through
V. he shall amlv on The West Virainia Razrd of Pharmar: NFF{icial
Registiration Form;

(4}, To continue to conduct rescarch with a controllied
substance listed in schedule I under an approved xesearch protocol,
he shall apply on The West Virginia Board of IPhoarmacy Official
Registration Form;

(5). To continue to conduct instrucilomal activities with
controlled substimnce listed in schedule I under an approved
instructional stiatement, he shall apply as a rescarcher on The
West Virginia Board of Pharmacy Official Registration Form; and

(6) . To conduct chemical analysis with controlled sub-
stances listed in any schedule, he shall apply on The West Virginia
Board of Pharﬁacy Official Registration Form;

(c). Each application for registraticn to handle any kasic

class of controlled substance listed in schedule I (exoept to
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conduct chemical analysis with such classes), and ocach applicnﬁion
for registration to manufacture a basle c¢lass of conbtrolled
subslancesiisted in schodule II,’or te ¢onduct rescarch with any
naercobtle controllod subslance lisbed in schodule I, shall include
the Wost Virginin Bosrd of Pharmacy Controlled Substanéos Code
Number, as set forth in Part 308 of this chapter, for each basic
class or substsnce ito be covéred by such rogistration.

(@¢}. Buach applicatiocn shall include all information called
for in the form, unless tho itcm 1s not applicable, in which case
this fact shall be indicated. | )

{e). Tach application, attachment, or cother documcnt filed
a8 part of an uapplicatlion, ghall ke signed Ly vhe &pnlicant, ir
an individual; by a parbner of Ll applicant if a partnerabip; or
by an.officer of tho appnlicant. If a nornaraiinn  snrnancha
division, association, trust or othor entity. Another porson may
be authorized to sign for the applicent, if prool of aulhority
(8.z., generul power of attornoy) uccompanics thoe application.

(r). It tho applicant is a-pharmacy, as deofined in 1.1C4,
it shall ve necossary for the pharmacist in charge of the pharmacy
te sign the application; and wherce tho cowner of such pharmacy 1is
a pexrson, asg doulined in 1.101 of these regulations, other than
Lhio practicing pharmuciut, 1t shall Do nocossary [or sueh olhor
porason, partnorship or corporation, corporate division, association,
trust or Qther entity, to zign tﬁe applicaticn form az provided
in paragraph (o) of this scctlon in uwddition to any other porsons
required to sign said applicaticn.

{(g). If the aprlicant is a rest home, nursing home, hospital,

" *
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orphianage, clinic, home for the aged, governmental agency ox

~
institiution, or other place requiring the use of pharmacist
consulianis ox coordinators of pharmaceutical sexvices, it shall
be necessary for such consultant or ceocrdinator to sign the

applicaticn in additicon to any other persons required to sign the

application.

57
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301.34 -~ Filing of application; joint filings

{(a). All applications for registration

for filing to the office of the Secretary of

may submit all applications in onc package.

shall be submitted

the Board of Pharmacy.

{(b). Any person required to obtuain morc than one registration

Lach application must

be complate and should noi refer to accompanying application for

.

required information.
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§301.35 - Acceplance for filing; defective applicoations.

(a) Applications submitted forxr filing are dated upon
receipt. If found to be complete, the application will be
accepted for filing. Applications failing to comply witih
the requirements of this part will not generally be acceptied
for filing. In the case of minor defectis as to completeness,
the West Virginia Board of Pharmacy may accept the applica-
tion for filing with a request to the applicant for addi-
tional information. A defective application will be returncd
to the applicant within ten days following its receipt with a
statement of Lhe reason for not accepting the application for
filing. A defective application may be corrected and resub-
mitted for filing at any time; the West Virginia Board of

e ey e T on
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mission by the applicant, Thcihur complete or not.
(b) Accepting an application for filing does not pre-
clude any subszquent reqguest for a-dditional information
pursuant to §301.36,and has no bearing on whether the application

will be granted,.
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§301.36 - Additienal Information.

The West Virginia Board of Pharmacy may reoquire an applicant
to submit such documents ox written statements cf fact relevant
te the application as it deems necessary ﬁo determine whether the
application shculd be granted. The failure of the applicant to
provide such documents ox stutecments within a reasonable time
after being requested to do so shall be deemed to be a waiver by
the applican£'of an opportunity to preéent such documents oz
facts for consideration by the West Virginia Board of Pharmacy

in granting or denying the application. -

I35
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§301.37 -« Auwernximents to and withdrawal of applicatiions.

.U {(a) An application may be amended or withdrawn without
permission of the West Virginila Board of Pharmacy at any
time before the date on which the applicant receives an order
to show cause pursuant to §301.48, or before the date on
which a notice of hearing on the application is published
pursuant to Chapter 604, Ar%icle 3, Section 305 of the Act,
whichever is soonex. An application may be amended or with-
dravn with permission of the West Virginia Board of Pharmacy
at any time where good cause is shown bg the applicant or
whiere the wiendment or withdrawal is in the public intercsti,

{L) After an application has been accepted for filing,

tie request Ly the applicant that it be returned or the failure
& the applicant to respond to official corresmondence regarding

."” the application, when sent by registered or certified mail,

return receipt requested, shall be deemed to be a withdrawal

of the application.
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ARTICLE -
ACTION ON APPLICATIONS FOR REGISTRATION:
REVOCATION OR SUSPENSION OF REGISTRATION

§301.41 - Administrative review generally.

The West Virginié Board of Pharmac? may inspect, or cause
to be inspected, the establéﬁhment of an applicant or regis-
trant, pﬁrsuant to Article 5 of the Uniform Centrolled Sub-
Stance Act, Chapter 60A West Virginio Code. The West Vixginia
Board of Pharmucy shall review the application for registration
and cother infermation gathered by ithe West Virginia Board of
Pharnacy regarding an applicant in order to determine whether
the applicable standards of section 203 of the Uniform

Controlled Substance Act (Chapter 60A West Virginia Code),

" - .- e - .
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§301.42 ~ Applications for research in schedule I substances.

{a} In the case of an application for registration to
conduct rescarch with controlled substances in schedule I,
{he 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 rescarch protocol, shall confer as to effective —
procedures to safeguard adequately against diversion of such
controlled substances fLfrom legitimate medical or scientific use.
If the Board finds the applicant qualified and competent and
the research proiocol meritorious and adgquately safeguarded,
it shall register the applicant unles it finds registration
should be denied for reasons set foxth in Article 3, Section

Sl oy e e LA
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West Virginia Code). . R
(L) If Lhe Board is unable to £ind thé applicant qualified

or the Wes? Virginia Board of Pharracy finds that grounds rxist

for the deninl of the application, it shall issuc an order to

show cause pursuant to £301.48 and, if reguested by the applicant,

hold o hearing on the application.
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§301.44 ~ Ce, - icate of registration; denial of registration,

{a), The West Virginia Board cf Pharmacy shall issue a

Certificate of Registration Form to an applicant if the issuance

of registration or reregistiration is reguired under the applicable

provisions of section 302 of the Uniform Controlled Substance
Act (Chapter 60A West Virginia Code). In the ovent that the

issuance of regisiration or reregistration is not required, the

West Virginia Board of Pharmacy shull deny the application. Before
denying any application, the West Virginia Board of Pharmacy shall

issue an order to show cauce pursuant to 5301.48 and, -if requested

by the applicant, shall hold & hearing on the appliication.
{(b)s The Certificate of Registration shall contain the
name, address, and registration number of the registrant, the
aciiviity authorizea oy tne roglstration, the schedules and/or
Rureau Contrelled Substancces Code Number {as set forth in Part
308 of this Chaptor) of the contrelled substéncgs which the

registrant Zs authorized to handle, the amount of fee paid {nr

exemption), and ithe expiration date of the registration. The

registrant shall prominently display the Cextificate of Registra-

tion at the registered locaticn.

-
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§301.45 - Suspension or revocation of registration.

(a2} The West Virginia Board of Pharmacy may suspend
any registration pursuani to section 304 (a) of the Uniform
Controlled Substance Act (Chapter GCA West Virginia Code)

{b). The West Vifginia Board of Pharmacy may revoke
any registratlion pursuant to section 304 {(a) of the Uniform
Controlled Substance Act (Chapter 60A West Virginia Code).

{(c). Befere revoking or suspending any registration,
the West Virginia Board of Pharmacy shall issue order to
show cause pucsuant to §301.48 and, if requested by the
registrant, shall hold & Lhearing. Notwithstanding the re-
quirements of this section, however, the West Virginia
Board of Pharmacy may suspend any registration pendiﬁg a

Tinnl avaore

{(d). Upou scrvice of the order of the West Virginia

Board of Pharmncy suspending or revoking registration, the
registrant «hnll immediately deliver his Ceortificate of
Registration and any order forns in his possession tc the office
of the West Vivrginia Board of Pharmacy. The suspension or
revocation of « registration shall suspend or revoke any
individual manufacturing or procurcment quota fixed for the
registrant pursuant to Part 303 of this chapter., Also, upocn
service of the order of the West Virginia Board of Pharmacy re-

voking redistration, the registrant shall, as instructed by the

West Virginia Board of Pharmacy:

.




{L}. Doullver all controlliced substances in hin possession
to the office of the Woast Virginia Beard of Pharmacy or to
autherized agonts of the West Virginia Board of Pharmacy; or

(2), Place all controlled substauces in his posaession
under seal as doscribod in section 304 (¢} of the Uniform
Controllod Substance Act (Chapter (0A Wost Virginia Code).

(e). In iho evont thal rovocation or susponsion is
1imited o a particular controlled substance or substances,
the registrant shall be glven a new Certificate of Registra-
tion for all substancos nol alffected by such rovocation or sus-
pension; no fce shall be required to be‘paid for the new
Cerililficate of Registration. The registrant shall deliver
thie old Certiificate of Registration énd, iT appropriate, any
ordor formz in his pnasesaion tha the afPias A0 the Lnet
Virginia Bourd of Pharmacy. The suspension or revocatbtion
of & registration, whon limlted to a particular busic class
or classos of controlled substancos, shall suspend or revoke
any individunl manufacturing or brocuremont guota Cixed for
tho roglatrant for such clugs or classes purguant to part 303
¢l thils chapter. Also, the reglistrant shall, as instructed
by the Wost Virginia Beoard of FPhearmacy:

(1), Doliver to the office of the Weat Virginia Board of
Pharmacy or to &uthorized agents of the VWest Virginia Pharmacy
all of th¢ particular ceontreclled substances or substances

affected by the revocation or suspension which arc in his

posascaaion; or




{2). Ploco all ol such substances under seal as described
.—-..._. in section 30L (c) of the Uniform Controlled Substance Act

(Chapter 60A West Virginia Code).
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§301.46 -~ Suspension of registiration pending final order.

(a)s The West Virginia Board of Pharmacy may suspend any
registration simuliancously with or at any time subscquent to
the service upon ihe registrant of an order to show cause why
such registration should not be revoked or susponded, in any
case where he finds that there is an imminent danger to ihe
public health or safecty. If the West Virginia Board of
Pharmac§ so suspends, it shall sorve with the ordexr to show
cause pursuant to §301.,48 an order of immediate suspension
which shall contain a statement of his findings regarding the
danger to public health or safety.

(b). Upon service of the order of immediate suspension,
the registrant shall promptly return his Certificate of

-
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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 Fart 303 of this chapter. Allo,
upon service of the order of the West Virginia Boaxd of FPharnacy
imnediately suspending registration, the registrant shall, as
instructed by the West Virginia Board of Pharmacy,

{1). Deliver all affected contreolled substances in his
possession to the offiée of the West Virginia Beoard of Pharmacy

or to authorized agents of the West Virginia Board of Pharmacy;

LY
or !

(2)., Place all of such substances under seal as described
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in secticn 304(c) of ithe Uniform Controlled Substance Act
(Chapter 60A West Virginia Codel.

{(¢) Any suspension shall continue in effect until the
conclusion of all proceedings upon the revocation or sus-
pongion, including any judicial review thercof, unless sooner
withdraw by the West Virginia Board of Pharmacy or dissolved
by a court of competeht jurisdiction. Any registrant whose
registration is suspended under this section may request a
hearing on the revecation or suspensicn of his registration
at a time earlier than specified in the order to show cause
pursuant to §201.48, which request shall e granted Ly the
West Virginia Board of Pharmacy, who shall fix a date for

such hearing as early as reasonably possible.

Ll
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§301.47 - Extension of registration pending final order.

In the event that an applicant for rercgistration {who
is doing business under a registration previously granted
and not revoked or suspended) has applied for reregistration
at lcasi 30 doys before the date on which the existing
registration is duc 1o expire, and the West Virginia Board of
Pharmacy has issued no orxder on ithe application on the date
on which the exdisting registration is due to explire, the
cxisting rcegistiration of the applicant shall automatically
be extended and continue in effect until- the date on which the
West Virginia Board of Pharmacy so issues iis order. The
West Virginia Board of Pharmacy may extcnd any other existing

registration under the circumstances contemplated in this
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registration at least 30 days before expiration of the existing
registration, with or without regquest by the regisirant, if the
West Virgiria Board of Pharmacy fi=ds that such extension i=

nnot incomsistent with the public health and safety.




§301.48 - Ovder bto show cauze.

(a)., I, upon oxamination of the application for regis-
tration from any upplicani and other inforﬁation gathered
by the West Virpginis Board of Pharmacy regarding the appli-
cant, the West Virginia Board of Pharmacy is unable to make
e Jeterminatlions required by the applicable provisions of
Article 3, Scetion 303 oﬁ the Uniform Controlled Substance
Act (Chapter &0A West Virginia Code}, to rogister the appli-
caﬁt, tho West Virginiﬁ Board of Pharmacy shall serve upon
the applicant an order to show casue why the registration
should not bo deniod.

{p). If, upon information gathercd by bthe West Virginia
Board of Tharmacy regarding any registrant, the West
Yilgiuia buowInd ol Iuuprmacy aotermines chat the reglstration
of such registrant iz subjoct io suspension or.rovocation
pursuant to Article 3 Section 304 Uniform Controlled Sub-
stance Act (Chupber O60A Wost Virpiniu Code), tho West
Virginia Beard of FPharmacy shall serve upon the registrant
an order to show cause why bthe reogistration should not be
rovoked or suvusponded.

(¢). Tho order to show cause shall call upon the appli-
cant or reglsirant to eppoar before tho Weat Virginis Board
of Pharmacy &t a btime and place stated in-the order, which
shall not be less than 30 days after the date of receipt of
the order. The order to show cause shall also contain &

statement of the legal basis for such hearing and for the

gy~




denial, revocation, or suspension of registration and a
sunmary of the matters of fact and law assexted.

(d) Upon receipi of an order to show cause, the appli-
canti or registrant must, if he desires a hearing, file a
request for a hearing. If a hearing is requesied, the West
Virginia Board of TPharmacy shall hold a hearing at the time
and place stated in the order, pursuant to Article 3 §305 of
the Uniform Controlled Subétance Act (West Virginia Code
Chaptexr 60A}.

(e) When authorized by the West Virginia Board of
Pharmacy any agent of the West Virginid'Board of TPharmacy may

serve the order to show causc.
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ARTICLE &

HEARINGS

§301.51 - Hearings Generally

(a) In any case where the West Virginia Board of Pharmnacy
shall hold a hearing on any registiration or application therefor,
the procedures for such heafing shall be governed geonerally by
the adjudication procedures set forxth in th. Adninisirative
Procedure Act (Chapter 20A, West Virginia Code), and by +the
procedures for hearings under the Act set forth in $§204-3205 of

L4

this chapter and article.
(b}. Any hearing under this part shall be independcnt of,
and not in lieu of, criminal proseccutions or other procecedings

under the Act or any other law of ihe State of West Virginia ox

1he United States.

L4

v




§201.52 - Purpose of hearing.

l If requested by a person entitled to a hearing, the
) West Virginia Boaxd of Pharmacy, shall hold a hearing for
the purpose of receiving factual evidence regarding the
issues involved in the denial, reveocation, or suspension
of any registration, and the granting of any application for
registration to manufacture’ in bulk a basic class of con-
trolled substance listed in schedule I oxr II. IExtensive
argument should not bz offercd into cevidence but rather pre-
sented in opening or closing stutements of counsel or in

memoranda or proposed findings of fact and conclusions of law.

o,
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§ 301.53 ~ Welver or modification of rulos.

."" The Wost Virginla Board of FPharmacy or tho preosiding
officor (with rospect to mattors pending before him} nay
modify or wailve any rule in this part by notiece in advance of
the hoaring, 1T it dotermineos that no party in thoe heoaring
will be unduly prejudiced and tho ends of Justice will theroby
bo sorved. Such notice of modification or waiver shall be

nade a part of the record of the hearing.
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$301.55 - Burxden of proof.

() At any hearing on an application to manufacutre any
controlled substance listed in schedule I or II, the applicant
shall have the buxden of proving that the requirements for
such registration pursuant to section 303{a) of the Act (Chapler
G60A West Virginia Code) are satisfied. Any other pcorson par-
ticipating in the hearing shall have the burden of proving any
propositions of fact or law asscrted by Eim in the hearing.

(b) At any oiher hearing for the denial of a registration,
the West Virginia Board of Pharmacy shall have the burden of
proving that the xequirements for such requirements forx such
registration pursuant to scction 303 of the Act (Chapter GOA
West Virginia Code)} arxe not satisfied.

(¢) At any hearing for the revocation or suspension of
a registration, the registrant shall have the burden of proving
that the requirements for such revocation oxr suspension to
section 304(a) of the Act (Chapter GOA West Virginia Code)

are satisfied.

.
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§301.56 - Time and place of hearing.

The hearing will commence al the place and time designated
in the order to show cause unless expcdiied‘pursuant to $301.46
{c) but thercafter it may be moved to o different place.and may
be continued from day to day or recessed to a later day without

notice other than announcement thereof by the presiding officer

at the hearing.

2




§ 301.57 - Final order.

As scon as practicabls afiter the presiding officer nas
cortified the record to the West Virginia Board of Pharmacy,
the West Virginia Board of Fharmacy shall issuoc its order on
the granting, denial, revocation to manufacture in bulk a
basic class of any controllo@ substance listed in schodule I
er II is granted, or any application for registration is
denied, or any registration is revoked or suspended, the ocrder
shall include the findings of fact and conclusicns of law upon
which the order is based. The order shall specify the date\

on witich it is to tsgke effeoct.

/WS
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ARTICLL 7
MODIFICATION, TRANSFI'R AND TEIHMINATION
CIF REGISTRATION

§302.61 Modification in registration.

Any registrant may apply to modify his registration to
auvthorize the handling of additional controlled subDstiances
by filing an application in Llhe same manner as an application
for new registration. No fee shall be requirxed to be paid
for the modification. The application for modiflication shall
be handled in the same manuer as an opplicalion foxr registlra-

tion.
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§301.62 - Termination of registration.
The registration of any person shall terminate if and

when such person dies, ceascs legal existence, discontinues

business or professional practice, or changes his name or

address as shown on the certificate of registration. Any regi-
strant who ceasaes legal existence; discentinues business or
professional practice, or changes his name or address as shown
on 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, the person may apply

for a new Cerxtificate of Registration in"advance of the effective
date of such change by filing an application and paying the
appropriate fee in the same manner as an application for new
registration. The application shall be handled in the same

manner as an application for .registration.

/L5




§301.63 - Transfor of registration,

f

No registration or any authority conferred theroby
shall be assigned or otherwise transferred except upon such
conditions as the West Vlirginia Beard of Pharmacy may gpeci~

fically designate and thon only pursuant to its written consent.:
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s : ARTICLE §

SECUKTYY RIEGUIDEMENTS
£301.71 - Securit: roqguircnonts gonerally,
J & J

(a). All applicants snd rogistrants shall provide effec=
tlve contrels and proccdurcs to puurd against theft and diver-
sion of controlled substunces. I order to debermine whe ther
a regisirant lLins provided offcctive controls against diversilon,
the West Virginia Board of Tharmaey shell use the security
requircenent set forth in §9301.7L~301.76 as standards for the
physicel security conircls and operating procedures necessary
to prevent divorsion. Substantiul compliance with theso
standards may bo doemod rufficicnt by the Woat Virginia Board
of Fharmacy after ovaluniion of the avarall =aecurify avebham
and noods of thw applicant or rogiatrant.

(b). Physiecal seocurily controls shﬂll'bo cormmensurato
with the schedules and quantity of controlled substances in
the posses.ion ol the rcginbranﬁ in normel business operations.
If a conirolled substancc is trunsferred to a different schedule
or a noncentrolled substance 1s listed on any schedule, or
the quantity of controlled substances in the possession of
the registrant in normal busincss operations significantly

inereocases, physlcal security controls shall be expanded and

extendod‘accordingly.

+

(e¢). A1l registrants who receeive or transfor substantial

gquantities of conbtrelled substances in neormal business opera-

274




tions shall cemploy security procoedures to guard against in-
transit losses.

{(d). TIhysical security conirols of persons presently
registered under the iarrison Narcotic Act or the Narcotics
Manufacturing Act of 1960 shall be dcemedlto comply substan-
tially with the standards set forth in §§201.71 et s5Qg.:

PROVIDED, that the West Virgihie Board of Pharmacy has previously
approved them. All such persons shall notify the Board before
November 1, 1971, indicaiing that prior DBoard approval was given
and ecither describing the physical security contrels or, if such a
description has previcusly been filed witﬂ the Bowrd, stating that
such description has been so filed. Any new facilities or work or
storage areas constructed or utilized by such persons for controlled
substances, which facilitiecs or work or storage areas have not
been previously approvaed by the Board, shall not necessarily be
deemed to comply substantially with the stondards set forth in
£§301.71 et sodq., notwithstaﬁding 1hat such facilities orx work

or storage arcas have physical security contrels similar 1o Lhose

previously approved by the Board.

L
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§302.7!. - Othor security cenirols for nonpractiticnors,

(a)., Beforo distribubing a controilod substance . to any
person who the reglstrant does not know Lo be registered to
possess the controlled substance, the reglstrant shall make
a good failth inguiry either with the Board or with the appro-
priate State-controlled subgtances registration agoncy; if
any, Lo determine that the person is registered to pocssess
the centrolled substance.

(b). The rogistrﬁnt shall dosign and operate & systonm
to disclose to the regilstrant suspleious- orders of controlled
substances. Tho rogistrant shall inform the Offlce of the
West Virginia Bard of Pharmacy of suspiclous orders when

discovered by the registrant. Suspicious orders include orders

B L T T PP TV . |
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~1 owvmpenesr gira  aroars devinting cutctont

pattern, and orders of unusual freguency.

{¢). The registrant shall notifly the Cffice ol the West
Virginia Tuard of Pharmacy of any *heft or significant loss of
any controlled subsbancos upon discovery of such thelt or loss.
The registrant shall slsc compleie the form provided by the
Secretary regarding such theft or loss.

(d). The rcgistrant shall not distributo any controlled
substance a3 a complimentary sampleo to any potential or cur-
ront customer (1) without Lhe prior writion reguest of tho

customor, (2) tc be used cnly for szatisfying the legitimate

medical needs of patients of the customer, and {3) only in

A




reasonable gquantities. Such rer st must cwontain the

name, address, and registration munber of the custoner

and the name of the speccific contrelled zvbstance desired.

The request shall be prescrved 1w the roglotrant with other
raecords of distribution of contzolled substances. In addition
the requirements of Part 205 of tihie chapter shall e complied

with for any distribution of a controll« substance listed in

Schedule I ox I,
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&301.75 - Physlical security controls for practitioners.

(a) Controlled substunces listed in schedules I
shall be stored in a sccurely locked, substantially con-
structed cabinet.

{(b) Controlled substances listed in schedules 1T,
I1I, IV, and V shall be stdred in a seccurely locked, gub-~
stantially constructed cabinet. However, pharmacics may
disperse such substances throughout the stock ol noncontrolled
substances in such a manner as te obstruct the theft or
diversion of the controlled substances.

{(¢) This section shall also apply to nonpractitioners
authorized to conduct research or chemical analysis under

another registration.
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§301.76 - Other securitiy controls for praciitioncrs.

{a). The registfant shall not employee as an agent or
employee who has access to controlled substances any pexson
who has had an application for registration denied, or has
had his registration revoked, at any time.

{p). The registrant s%all notify the Office of the
West Virginia Board of Pharmacy of the loss or theft of any
controlled substances upon discovery of such loss or theft.
The registrant shall also complete the necessary foxm regard-
ing such loss or theft which form may be, obtained from the

office of the Sccretary.
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LABELING AND PACKAGCING REQUIREMENTS

FOR CONTROLLEZD SUBSTANCES




"ARTICLE %
LABELING AND PACKAGING REQUIREMENTS
FOR CONTROLLED SUBSTANCES

§302.01 - Scope of Article.

Requirenents governing the labeling and pacliaging of
controlled substances pursuant to section 305 of the Unifomm
Contreolled Substance Act (Chapicr E0A West Virginia Cedr) axe
set forth generally by that section and specifically by Lo

sections of this paxt.
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§302.02 « Definitions.

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

(a) The itexrm "commercial container" means any bottle,
jar, tube, ampule, or other receptacle in which a substance
is held for distribution or dispensing 1o an ultimate user,
and in addition, any ﬁox 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 inseri or other material kept with or within
a commercial container, nor any carton; crate, drmug, or other
package in which commercial containers are stored oxr are used
for shipment of controlled substances.

(b) The term "label" means any display of written,
printed, or graphic matier placed upon the commercial con-
tainexr of any controlled-substance by any manufacturer of
such substance. | .

{c) 7The 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 contreclled substance.

(d) The term "manufacture" means the producing, pre-
paration, propagation, compounding, or processing of a drug
or other substance or the packaging or repaclkaging of such

‘-

substance, or the labeling or relabeling of the commercial

-
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container of such substance, but does not include the activitios
of a practitioner wﬁo; @s an incident to his adminictration
oxr dispensing such substance in the course of his professional
practice, prepares, compounds, packages or labels such sub-
stawice. The term "manufacturer" means a porson who manufac-
tures a drug or other substance, whether under a registration
as a manufacturer or under guthority of registration as a
researcher or chemical analyst.

(e) Any term not defined in this section shall have the
definition set foxihh in section 102 of the Act (Article 1 of

the reogulations West Virginia Code Chaptex 60, Article 3).‘

.




§302.03 - Symbol reqﬁired; exceptions.

(a) Each commercial container of a controlled substance
excepted by the West Virginia Board of Pharmacy {pursuant to
§308 of this chapter) shall have printed on the label the sym-
bol designating the schedule in which such controlled sub-
stance is listlecd. Each such commercial container, if it cther-
wise has no label, must be&? a label complying with the reguire-
ment of this part.

{b) Each manufactiurer shall print upon the labeling of
eaclhi contreolled substance qistributed_by him the symbol desi-
gunating the schedule in which such conirolled substance is
listed.

{(c) The following symbols shall designate the schedule

covrmaepandina tha-ptos

Schedule Symbol
Schedule Lemm==m e @ or c-I.
Schedule IT=mmmeommemem—mmmca——- (I or c-11.
Schedule ITI-mmmmmmmmmwe- P {1l or c-1II.
Schedule IV-—semccmrrmmn e e @E‘or C-TIV,
Schedule Vecweerccvavmmacem - é?or C-V.

The word "schedule" need not be used. No distinction need
be made between narcgtic and nonnarcotic substances.

{d) The symbol is not required on a carton Or wrapper
ig which a commercial container is held if the symbol is

easily legible through such carton ox wrapper.
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{(e) The symbol is not required on a commercial container
too small or otherwise unable to accommodate a label, if the
symbol is printed on the box or package from which the commer-
cial container is removed upon dispensing to an ultiimate user.

(f) The symbol is noi reguired on a commercial con-
tainer containing, or on the labeling of, a controlled sub-
stance being utilized in clinical researzch involving blind
and double blind stiudies.

{(g) 7he symbol is not required on a commercial container
containing,.or on the labeﬁing; of, a controlied substance

intended for export from the United States. .
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§302.04 - Location and size of symbol on label.

(a) The symbol shall be prominently located on the
right upper corner of the principal panel of the lubel of
the commercial container and/or the panel of the commercial
container normally displayed to dispensers of any controlled
substance listed in schedules I through V. The symbol must
be at lecast two times as lérge as the largest type other-
wise printed on the label.

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

(c) In all cases the symbol 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.
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§302.05 - Locaticn and size of symbol on labeling.

& The symbol shall be prominently located on all labeling
other than labels covered by $302.04. In all cases the sym-~
bol shall be clear and large enough to afford prompt identi-

fication of tle contrxolled substance upon inspection of the

labeling.
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§302.00 - Effcclive dutoys of labeling requircmenta.

(a)e ALl Tubels on commorcial containors of, and all
lubeling of, @ controlled substance which is 1listed in any
schedulo on June 15, 1971, and which is packaged alter
Pecembor 1, 1971, shnil comply with the requirements of 302.53.

(LJ. AIl iubols on commercial containers of, and all
labuling of, a controlled substbance which cither is listed
in any schedule on Junn 15, 1971, and thercafter translferred
to anothor schoedule or 1g added to any schedule after June 15, 1971,
and which is packuged more than 180 days ‘following the date_on
which the trunsfer or addition becomes effoective, shall comply
wilth the requirvemonts of 302.03.

{e). The West Virginia Board of Pharmacy may, in the
~cARge 0T ony eonirsllcd SUDSUAIIGYs suyuiio vumplialics Wwitn
tho vroquiremonis of 302.02 within a perilcd of itimo shorter
then rogquired by this scetion if it Cfinds that public health
or guloty rreossitato an carlier olffcetive date.

(d). Unlll complianco is required under this sectiion,
the lubel on commercial contalnor containing, and the labeling
of, any controlled substsnce shall comply with any require-
ments under Foderal law as‘to labels of suech containers and as
to lsbuling of such substances existing prior to the effective

dato prescribed in this scction.

A
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§ 302,07 ~ Sealing of controlled substances.,

(a). On ocach bottle, multiplo dose vial, or othenr com-:
mercial oonta;nor of eany conirollod substunce listed in
schc&ules I and/or II, and of any narcobtic controlled sub-
stuneco listed in schedﬁlo III or IV, thoro shall Lo securely
aflfixed to the stoepper, cap, 114, coverling, or wrapper or
such container a seal tc disclcuse upon inspectlon any tamper-
ing or opening of tho containor.

{(b). Any seal accepboed for use undor Federal law prior

to May 1, 197L, shall be doemed acceptabie for usc under this

section.
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ARTICLE__ 11

GENERAL INFORMATION

§304.01  Scope of Part 304

Inventeory and oither records and reports reqguired
under Article 3, § BOG.Of ithe Act (Chapter 60A, West Virginia
Code) shall'be in accordance with, and contain the
information required by, those sectionsland by the sections

of this Part.
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§304.02 - Definitlions.

As used in this Part, the following tcrms shall have
the meaning specified:

{a) The term "Aci" means the Unifoxm Controlled Sub-
stancesAct (Chapter 604 West Virginia Code).

(b) The term "commercial container'" means any bottle,
jaxr, tube, ampule, or other ;eceptacle in which a substance
is held for distribution or dispensing to an ultimate usex,
and in addition, any box or package in which the zreceptacle
is held for distribution or dispensing t¢o an ultimate usex.
Tho térm teommercial container' does not include any package
liner, package insert of other material kept with or within
a commercial container, nor any carton, crate, drug, or other
Dathaue 4 Which colflerclial Cuitaliueds aie »210sed us ais dsed
for shipment of contrxolled substances.

{c) Tihe term "dispen;er" means an individual practi-
tioner, institutional practitioner, pharmacy or pharmacist
who dispenscs a ceontrolled subs%ance.

(d) The term "individual practitioner"™ means a physician,
dentist, veterinarian, or othex individual licensed, registered,
or otherwise permitted Ly the state jurisdiction in which he
practices, to dispense a controlled substance in the course of
professional practice, but does not inclﬁde a pharmacist, a
pharmacyy or an institutional practitioner.

{(¢) The term Yinstituticonal practitioner” means a
hospital or éther person (other ihan an individual) licensedt

registered, or otherwise permitted by the state jurisdiction
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in which 2t practices, to dispense a controlled substance in
the coursce of (pwofessional practice, bul does not include a
pharmacy.

‘(f). The term "noene”™ means the official name, common or
vsual name, chemical name, or brand name ¢ a substlance.

{(g). The {ferm "pharmacist® mcans any pharmacist licensed
by a State to dispense controlled substances, and shall include
assistant pharmacist and pharmacist intern autﬁorized by a State
to dispcnse controlled subsiances under the supervision of a

pharmacist licensed by such State.
{Lh). The term "readily retrievable" means that certain
records are kept by automatlic data processing systouns or
other electrenic oxr mechanized recordikeeping systems in such
a manner that they can be separated out from all other reenrtdg
in a recasonable time and/or records are kept on which certain
items are asierisked, redlined, or in some gther manner visually
identifiable apart from othex items appearing on the records.
(i). Any term not defined in wnis section shall have the
definition set forth in sections 101 of the Uniform Controlled

BRI

Substances Act (Chaptexr 60A, West Virginia Code).
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§304.03 - Persons required to keep recorxrds and file xreports.

(a). Each registrant shall maintain the records and
inventories and shall file the reports required by this
part, oxcept as cxempted by this section.

(b); A registered individual practitioner is not re-
quired to keep records wiih respect 1o narcotic controlled
substances listed in schedules II through V, which he pre-
scribes or administers in the lawful course of his profes-
sional practice; he shall keep records, however, with respect
to such substinces that he dispenses other than by prescribing
or administering.

(¢}, A registered individual practitioner is not requized
to keep records with respect to nonnarcotic controlled substances
Listed in schegules LL thnrougn vV whicn he dispenses 1n any manner
unless he_rggularly charges\his patients, either separately or
togethexr with cliaxges for other professicnal services, for such
substances »n dispenged when his‘serviceslarerthe same normoily

provided by a pharmacist for control of drug utilization.
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§304.04 - Maintenance of records ond ipventories.

(a). Every inventory and other record requirad to be kept
under the Act shall be kept by the registrant and be availlable,
for ai least two years Ifrom the date of such inveniory or
record, for inspecting and copying by aﬁthorized cmployees
of the West Virginia Board of Pharmacy.

(b). Each registered manufacluxer, distributor, importer,
and exporter shall mainiain inventories and records of con-
trolled substances as follows:

(1). Inventories and records of controlled substances
list;d in schecdules I and IT shall bLe maintained separatelyr
from all of the records of the registrant; and

{2). Inventories and records of controlled substances
listed iy sClhedules III, IV, aud V ollall Lo ainmiainzd cithor
soparately from all othcr {gcords of the registrant or in such
form ihat the information required is readily retricvable from
the ordinury business records of ths registrant.

{c). Each registercd individual practiticner required
to keep records and institutional practitioner shall main-
tain inventorics and records of controlled substances in the
manner prescribed in paragraph (L) of this scction.

(d). Each registered pharmacy shall maintain the in-
venteries and records of controlled substances as follows:

' (l)f Inventories and records of all controlled substances
listed in schoedules I and II shall be maintained scparately
from all other records of thelpharmacy, and prescriptions fox

such substances shall be maintained in a separate prescription
*
N

file; and
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{2). Inventories and records of controlled substances
listed in schedules ITI, IV, and V shall be maintained either
scparately from all other rccorxds of the pharmacy or in such
form that the information regquired is readily retrievable
from ordinary business recorxds of the pharmacy, and pre-
scripticns for such substances shall e maintained either
in separate prescription fil; for controlled substances
listed in schedules III, iV, and vV only’or in such form
that they are readily reiricvable from the other prescrip-
tion records of the pharmacy. Prescriptions will be deemed
readily retricevable if, at the time they are initially
filed, the face of the prescription is stamped in red ink
in the lower right corner wiih the letter "C" no less than
Silin Tl Liglh eded Zo1l0 in Lise Ueditl conoeoitlivelv sumiosied

prescription file for noncontrolled substances.

-~

o iVe




s,

ARTICLE 12

et et

INVENTORY REQUIREMENTS
§304.11 - General requirements for inventories.

(a) EBach inventory shall contain a compleie and
accurate record of all controiled substances on hand on the
date the inventory is taken., Controlled substances shall
be deemed to be "on hand" if they arc in the possession
of or under the control o the registrant, including substances
returned by 2 customer, substances ordered by a customer but
not yet invoiced, substances stored in a-warehouse on behalf
of the registrant, and substances in the possession of employees
of the registrant and intended for distribution as compli=-
mentary samples.
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for each registered locatiPn. In theevent contreollied sub-
staices in the possession or under the control of the regi-
strant at a location for which he i3 not registered, the sub-
stances shall be included in the inventory of the registered
location to which they are subject to control or to which the
person posscssing the substance is responsible. Each inven-
tory for a registexed locaticon shall be kept at the registered
location.

{c) A separate inventory shall be made by a registrant

- ‘
for cach independent activity for which he is registered,

except as provided in §304.18.
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{d). & registrant may take an inventory on a dabec thut
ls within four days of his biennial inventery date pursuant
to 3C4.13 if he notifies in advance the Wesl Virginie Board
of Fharmacy in his rogion of the date on which no will tekeo
o inventory. A ropglstrant may take an inventory eithor as

£ the opening of business or &z of tho cleso of business on
the inveniory date. The registrant shall indicato on the
inventory records whetlier the Ilnventory is taken as of the
opening or as of tho clcse ¢f business and the date the
inventory is taken.

{e). An inventory must be maintained in & written, bLype-

written or printed form. An inventory taken by uge of an oral

recording device must be prompitly transeribed.
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§304.12 - Initial invenioxy datc.

{a} Every person required to keep records who is pro-

visionally registered on _Junec 15, 1971 , shall take an

inveniery of all stocks of controlled subsiances on hand on
that date in accordance with §§304.15-304.18, as applicable.
(b) Every person required to keep records who is regi-

stered after June 15, 1271 , and who was not provisionally

registered on that date, shall take an inventory of all stocks
of controllied substances on hand on the date he first ecngages
in the manufacture, distribution, or dispensing of controlled

substances, in accorxrdance with §§304.15-304.18, as applicable.
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§304.13 - Biennial inventory date.

Bvery iwo years following the date on which ithe initial

inventory is token by a regisirant pursuant to §304.12, the

registrant shall take a new inventory of all stocks of con~

trolled substances on hand.
talen (a) on the day of
was taken ox (bh) on the
wlhilch

inventory date, if any,

Ly more than six monthis

The biennnial inventory may be
the year on which the initial inventoxy

registrant's regular gencral physical

is nearest to and does not vary

from the bdennial date 1that would

otherwise apply or (c) on any other fixed date which does not

vary by more than six monihs from the blennial date that

would otherwise apply.

the biennial inventioxy on his
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If the registrant elecls to take

regulaxr general physical in-
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this election and of the date

on which the bicnnial inventory will be taken.
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§304.14 Inventlory 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 60A, West Virginia Code) radding a substance

to any schedule of contfolled substances, which substance

was, immediately prior ito that date, not listed on any

such schedule, every registrant required to keep records

who is manufacturing, distiributing or dispensing that

substance shall take an inventory of all stocks of the
substance on hand. Thercafier such substance shiall be included

in each inventory made by the registrant pursuant to §204.13.

b
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§304.15 - Inventories of manufactiurers.

Each registered manufacturer shall include thie following
information in his inventory:
. {a) TFor cach controlled substance in bulk form to be
used in (or capable of use in)} the manuf;cnure of the same

or other controlled or non-controlled substances in finished

’

form:

(1) The name of the substance; and

(2} The total quantity of the substance to the nearest
metric unit weight consistent with unit_size (except that for
inventories made in 1971 , aveoirdupois weights may be utilized
where metric weights are not readily available).

(b} For each controlled substance in the process of

N N e Eas
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(1) The name of the substance:

(2) The quantity of the substance in each batch and/or
stage of manufacture, idenfified Ly the batc_h number or othes
appropriate identifying numbef;

(3) The physical form which the substance is to take
upon completion of the manufaciuring process {(e.g., granula-
tions, tablets, capsules, or solutions), identified by the
batch number or other appropriate identifying number, and if
possible the finished form of the substance (e.g., 10-
milligzam tablet or lO-milligfam concentration per fluid

ounce of milliliter) and the number or volume thereof: and

V)
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{c¢) For each controlled substance in finished form:

(1} The name of the substance;

(2) ECach finished form of the substance (e.g., 1l0-
milligram tablet or 10-milligram concentration per fluid
ounce or millilitex);

(3) The number of units or volume of each finished
form in each commercial container (e.g., 100-tablet bottle
or 3-milliliter vial); and

{(4) The number of commercial containers of cach such
finished form {e.g., four 100-tablet bottles or six 3-
milliliter vials). .

(5) The total gquantity of the substance in all forms
to the nearest metric unti weight.

(d) For ecach controlled substance not included in
varayiapils tayy (0 Or (¢) or Tnis section {e.g., damaged,
defective or impurc substances awaiting disposél, substances
held for qualiiy control purposes, or substances maintained
for extenporancous compoundings):

(1) The name of the substance;

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

(3) The reason for the substance being maintained by
thie registrant and whether such substance is capable of use

in the manufacture of any controlled substance in finished

form.

e ]
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£304.16 - Inveniories of distributors.

‘ Fach registered disiributor shall include in his
inventory the same information reguired of manufacturers

pirsuant te §304.15 {c) and {(d).
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§30.17 .17 = Inventories of dispenscrs and rescurchers.

Each perxson registerced to dispense or <onduct research
with controlled substances and required to liecep recorxds pur-
suant to §304.03 shall include in his inventory the swane
information ‘required of munufacturers pursuant to §304.13(c)
and {d). In determining the nuwnber of units of each {inished
form of a controlled substunce in a commercial container which
has been opened, the dispenscr shall do as follows:

{(a) If the substance is listed in schedule I or IT,
he shall make an exact countl or measurepof the ceontents; and

(b} If the substance is listed in schedule III, IV, or
V, he shall make an esiimated count or measure of the contents,
unless the container holds more than 1,000 tablets or capsules

o EN I

in which case he must make nam navact govmsosd LR Coillliinie.
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§2041.18 -~ Inventories of importers and exporters.

Each recgistered importer or exporter shall include
in his inventory the same information required of manufac-
turers pursuant to §304.15 (a), (c), and {d). Each
registered importer and exporier who is also registered as
a manufacturer or as a disiributor shall include in his
inventory as an importer of exporter only those stocks of
controlled substances that are actually separated from his

stocks as a manufacturer or as a distributor (e.g., in transit

or in storage for shipment).
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§304.19 ~ Inventories for chemical analysts.

Zach analytical laboratory registered to conduct chemical
analysis with controlled substances shall include in its in-
ventory the same information required of manufacturers pur-
suant to §305.15 (a}, (c), and (d) as to substances which
have been manufactured, impoxrted, or received by the labora-
tory conducting the invcntéry, If less than 1 kilogram of
any controlled substance pther than a hallucinogenic controlled
substance listed in schedule I), or less than 20 grams of a
hallucinogenic substance listed in schedule I, (other than
lysergic acid diethylamide), or less than 0.5 gram of lysergic
acid diethylamide, is on hand at the time of inventory, that
substiance neced not be included in the inventory. Laboratories
of the Westl Virainia Taard af Dhagmacs mav poeeere oo +a 104
grams of any hallucinogenic substance in schedule I without

regard to a need for an inventory of those substances.
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— - -- ARTICLE 13

CONTINUING RECORDS
§304.21 - General requirements for continuing recoxds.

(a) On and afterx Junc 15, 1971 every registrant roquired

to keep records pursuant to §304.03 shall maintain on a current
basis a complete and accurate record of each such substance

manufactured, imported, received, sold, delivered, exported,

_or otherwise disposcd of by him, excopt that ne registrant

shall be required to maintain a perpetual inventory.

{(b) Separate records shall be maintained LY a registrant
for each registered location except as provided ind304.04(a}.
In ithe cvent controlled substances are in the possession or
under the control of a registrant at a location for which hie

is not registered, the substances shall be inciuded in the
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to control or 1o which the person posscssing the substance

-~
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is responsible.
(c) Separate records shall »e maintaincd by a registrenc
for each independent activity for which he is registered.
(d) 1In recording dates of receipt, importation, distri-
bution, exportation, or other transfers, the date on which
the controlled substances are actually received, importoed,
distributed, exported, or otherwise transferrzed shall be used
as the date of receipt or distribution of any documents of

transfe¥ (e.g., invoices or packing slips).
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$304.22 - Records of manufacturers.

Each registered manufacturer shall maintain records with
the following information:

{(a) For cach controlled substance in bulk form to be
used, or capable of use in, or being used in, fhe manufact-
ure of the same or other controlled or neoncontrolled substances
in finished form, ’

(1) The name of the substance;

{2) The quantity manufactured in bulk form by the
registrant, including the date, quantity and baitch or otherx
identifying number of each batch manufaétured;

(3) The gquantity received from other persons, including
the date and quantity of each receipt and the name, address,
and registration number of the other person from whom the
substance was received;

{4} The guantity imported directly by the registrant
(undexr a registration as an importer) for dse in manufacture
by him, including the date, quantiiy, and import permit or .
declaration number for each importation;

{5) The gquantity used to manufacture the same substance
in finished form, including:

(1) 7The date and batch or other identiflying number of
each manufacture;

(ii) The quantity used inlthe manﬁfacture;
.
(iii)} The finished form (e.g., L0-milligram tablets

or 10-milligram concentration per fluid ounce orxr milliliter);

Ll
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§ (iv) The numbexr of units of finishcd form monulacturcd;

(v} The quantity used in quality control;

(vi) The quantity lost during manufacturing and the
causes therefor, if known:

(vii) The total quantity of the substance contained
in the finished form;

{viii) The theoretical and actual yields; and

(ix) Such other information as is necessary 10 account
for all controlled substances used in éhe‘manufacturing
process;

(6) The gquantity used to manufacture other controlled
and noncontrolled substances, including the name of cach
substance manufactured and the information required in sub-
paragraph (5) of this paragraph;

i

7y The SNTily daoiesbuied 1ua bulh Junm to cuner

Vi Srae
persons, including the date and quantity of each distribution
and the name, address, and registration number of each person
to whom a dictirxibution was made;

(8) The quantity exporied directly by ilhe registrant
(under a registration as an exporter), including the date,
quantity, and export permit or declaration number of each
exportation;

(9) The quantity distributed or disposed of in any
other manner by the registrant {e.g., by distribution of
compliméhtary samples or by destruction), including the date

and manner of distribution ox disposal, the name, address,

7855
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and registration number of the person to whome distributed
and the quantity distributed oridisposed.‘
{b) Tor each centrolled substance in finished form,
(1) The name of the subsiance;

(2) Each finished form (c.g., lO-milligram tablet or

10-milligram concentration per fluid ounce or milliliter) and

the number of units or volume of finished form in cach com-
mercial container (e.g., loO-tablet bottle or 3e-millilitex
vial);

(3)‘ The number of containers of each such commercial
finished form manufaciured from bulk form by the registrant,
including ilie information required pursuant to subparagraph
{(5) of paragraph (a) of this section;

(4) The number of units of finished fomrms and/or com-

] - - — —— - - - - .-
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date of and number of units and/or commercial éontainers in
each receipt and the name, address, and registration number
of the per.on from whom the units were received;

{3) “he number of units of finished forms and/or com-
mercial containers imported directly by the registrant (undex
a registration as an importer)}, including the date of and the
numberx of units and for commercial containers in each
importation;

(6) The number of units and/or commercial containexrs

manufacilired Ly the registrant fxom units in finished form

received from others or imported, including;

*
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(i} The date and baich or other identifying number of
each manufacture;

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

(iii) The number of units of finished form used in the
manufecture, the number manulfactured and the number lost
during manufactured and the—number-lost—duringaitliacture,
with the causes iherefor, if known; and

{iv) Such other information as is necessary to account
for all controlled substances used in the manulacturing process;

(7) The number of commercial containers distributed to
other persens, including the date of and number of con-
tainers in ¢ach distribution, and 1he name, address, and
registration number of the person to whom the containers

-
— e v e 3

(8) The number of commercial containers exported directly
by the registrant (under a registratiodas an exporter), including
the date, nuuber of containers, and e.port permiti or declorza-
tion number for each exportation; and

(9} The number of units of finished forms and/or com-
mercial containers distributed or disposed of in any other
manner by the registrant (e.g., by distribution of compli-
nentary samples or by destructionj, including the datie and
manner of distribution or disposal, the name, address, and

registrition number of the person to whom distributed, and

the quantity in finished form distributed or disposed.
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§304.23 ~ Records for distributors.

Each registored distributor shall maintain records with
the following informaticn for cach controlled substance:

(a). The name of ihe substance;

(b). Each finished form (e.g., lO0-milligram tablet or
10-milligram concentration per fluid ounce or milliliter) and
the number of units or volume of finished form in cach com-
mercial container (e.g., 100-tablet bottle or 3-millillterx
viall;

{(c). The number of commercial containers of cach such
finished form reccived from other persons, including the
date of and number of containers in each rececipi and the name,
address, and registration number of the person from whom the
r.::un:r:nw—'r‘-. W e 1 (N Fon

(d). The number of commercial centainers of each such
finished form imported dir;ctly by the registrant (under
a registration as an importcr),.including the date of and the
number of containers in cach imporiation;

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

(£)}T The number of commercial containers of such finished
form exported dircctly by the registrant {under a registra-

tion as an exporter), including the date of and the number

of containers in each exportation; and

/55




{g) The number of units or volume of finishoed [orms
and/or commercial containers disiributed ox disposed of in
any other manncr by the registrant (e.g., by distribution as
complimentary samples), including the date and manner of
distribution or disposal, the name, address, and registration
number of the person to whom distributed, and the quantity

of the substance in finished form distributed ox disposed.
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§304.24 - Records for dispensers_and researchers.

Each person registered to dispense or conduct reseazch
with controlled substances and required to keep records pur-
suant to §304.03 shall maintain records with the following
information for cach controlled substance:

(a) The name of the substance;

(b)‘ Each finished forr (e.g., 1l0-milligram tablet or
10-milligram concentration per fluid ounce or milliliter)
and the number of units or volume of finished form in @ch

commercial container (e.g., 100-tablet botile or 2-millilitexr

-

viall;

(c) The number of commexcial containers of each such
finished form received from other persons, including the
date of and number of containers in each receipt, and the
name, address, and registration number of the person from
whom the containers were received;

{(d) The number of units or volume of ;uch finished
form dispenscd, including the name and address of the perscn
to whom it was dispensed, the dateof dispensing, the number
of units or volume dispensed, and the writien or typewritten
name or initials of the individual who dispensed or admini-
stered the substance on behalf of the dispenser; and

{e) The number of units or volume of such finished forms
and/or commercial containorsidisposed of in any other manner

-

by the registrant, including the date and manner of disposal

and the quantity of the substance in finished form disposed.
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§304.25 - Records for importers.

._ Each registered importer shall maintain records with
the following information for each controlled substance:

{a) The name of the substance;

(b) The quantity (or number of uniis or volume in
finished form) impoxted, including the date, quantity (or
number of units or volume); and import permit or declaration
nunmber for cach importatiOn;

{(c) The quantity {or number of units or volume in
finished form) distributed to other persons, including the
date and quantity (or number of units or volume) of each \
distribution and the name, address and registration number
0f each pexson to whom a distribution was made;

f4) Th2 Zuszm®iiy dispocid of fic weis wilice lwerucer v iles
registrant {(except quantities used in manufacturing by an
importer under a registrd%ion as a manufacturer, which
quantitice are to be recorded pursuant to $304.22 (a)(4)

or (b) (5}, including the date and manner of disposal and

the gquantity disposed.
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§204.27 - Recoxds for chignical analysis.

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

(1) The name of the substance;

(2) The form or furm; in which the substance is received,
imported, ox manufactured by the registrant (e.g., powder,
granulation, tablet, capsule, or solution) and the concentra-
tion of the substance in such form (e.g;, C.P., US.P., N.I".,
%O-milligram tablet or 1C0-milligram concentration per millilitgr);

(3) The total nunber of the forms received, imported ox

manufactured (e.g., 100 tablets, thirty l-milliliter vials,

- T - P T . El -t . - - T -
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each receipt, impoftation, or nanufacture and the name, address,
md registraticn number, if any, of the person from whom the
substance was received;

{4) The quantity distriﬁutcd, exported, orx destroyed
in any manner by the registrant (except quantities used in
chemical analysis or other laboratory work), including the
date and manner of distribution, e«portation, or destiruction
and the name, address, and registration number, if any, of
each person to whom the substance was distributed or exported.
(b O©Order forms, import and export permits, import

.

invoices, and export declarations relating to controlled sub-

*

/T




siances shall be naintained scparately from all other recorxds
of the reogislrant.
(c). Records of controlled substances used in chemical

annlysis are not required.

(d). Records relating to known or suspected controlled
substiances xeceivad as samples for analysis are not required

under paragraph {a) of this .section.
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VIII.

ORDER TFFORMS

RESLERVED. -
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IX.

PRESCRII'TIONS
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ARTICLE 18

GENERAL IKYORMATION
§ 306,01 - Scope of Part 306,

Rules governing the issuance, filling and f£iling of
preseriptions pursuant to Articlo 3 §308 of the et {Chapter
60A - Wost Virginia Code) are sot forth generally in that

sectlon and spooifically bj the sectlons of this part.

“
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$306.,02 - Definitions.

. As used in this part, the following terms shall have

the meanings specified:

(a).

(b).

(c).

{e).

The term "Act mecans the Uniférm Controlled Substances
Act (Chapter 60A, West Virginia Code).

The term "indiv%dual practitionex® mcﬁns a physician,
dentist, veterinarian, or other individual liccnséd,
registered, or otherwise permitted, by the state
jurisdiction in whicﬁ he practices, to dispensc a
controlled substance in the course of professional
practice, but does not include a pharmacist, a
pharmacy, cor an institutional practitioner.

The term "institulional practitioner" means a

- " ]
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hacnawa: or gther parcon {(other than
licensed, registered, oz othcrwise'permitted, by
thie statle 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 pharmacist or pharmacist
intern authorized by a state to dispense controlled

subs tances under the supervision of a pharmacist

licensecd by such state.

The term "prescripiion' means an order for medicaticon

which is dispensed to or for an ultimatc user but
i

does not include the immediate administration to the

]
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(£).

ultimate user.
Any term not defined in this section shall have the
definition set forth in Article 1 §101 of the Act

(Chapter 60A, West Virginia Code).

L1
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§306.03 - Persons Entitled to luow Prescripllons.

". (a).

(b)o

A prescription for o contquled substance may be
issucd only by an individual practitioner who is
authorized to prescribe controclled substances in
the State of West Virginia and licensed to practice

herein.

rd

A prescription issued LY an individual practitioner,

except for schoedule II conirolled substance, may be
communicated to a pharnscist by an employee or agent

of the individual praoctitionex.

-
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£306.04 - Purpose of Iusue of Prescription.

{(aY. A prescription fa a controlled substance to be
effective must be issued Ior a lcgitimafe puipose by an
individual practitioner acting in the usual course of his
professional practice. The responsibility for 1he proper
prescribing and dispensing of controlled substances is upon
the prescribing praciitioner, but a corresponding responsibility
rests with the phawmncist who £ills the prescription. An erder
purporting to be a prescription issued not in the usual course of
professional treatwent or in lcgitimate end authorized research
is not a prescriplion within ihe meaning and intent of Article 3
8308 of the Act aml the person knowingly £illing such a purported

prescription, as well as the person issuing it, shall be subject

e 108 MAaMAiIs e uasrinaged Tor vrAalatasme A dna meatre et Ame A
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law relating 10 controlled substiances.

(b}, A prescription may not be issued in order for an
individu~l practiticnexr to obtain controlled substances for
supplying the individual practiticner for the purpese of general
dispensing to patients.

(c)e A prescription may not be issued for the dispensing
of narcotic drugs lisLedlin any schedule to a{narcotic drug
dependent person for the purpose of continuing his dependence
upon such drugs, except in the course of conduciing an authorized

- - \‘ - - » - £l >
clinical investigation in the develeopment of a narcotic addact

relhabilitation program,

"




§306.05 - Munner of Issuance of Prescriptions.

All prescriptions for contreolled substances shall be
dated as of, and signed on, ihe day when issued and shall
bear the fvll name and address of the patient, and the name,
address, and registiration number of the practitioner. A
practitioncr may sign a prescription in the same manner as
he would sign a check or legal document (e.g., J. H. Smith or
John H. Smith). Where an oral order is not permitted, pre-
scriptiéns shall be written with ink or indelible pencii or a
typewriter and shall be manually signed by the practitioner.
The prescriptions may be prepared by a secretary or ageni for
the signature of a praciitioncr, but the prescribing practitioner
is responsible in casc the prescription does not conform in all
Genen A Tewit s o 1ne taw and YeouiaTtiane A correcnonding
liability restis upon the pharmacist who fills-a prescription

-

not prepared in the form prescribed in these regulations.
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§ 306,06 - Perscns Entitled to ¥ill Prescriptions.

A presceription for contreolled substances may only be
filled by a pharmocist scting in the usual course of his
professional practice and eiiher rogistered individually or
empleyod 1ln & reglstored phurmacy or registered instituticnal
practitionsr (e.g., & hospitul, nursing home, home for the
agoed, clinie, orphanage, govormmontal agoney or institution
or other place of similar charactoer which disponses controlléd
substances)., It shall be necessary for all persons filling
prescriptions to comply wilh all provisibons of Chaptor 3¢ of
The West Virginie Code (Michic 19560) Qna the rulos and regulations
promulgated and adeptod pursuant thoreto insofar as such

provisions and rules and regulations regulate the filling of

e~

[§]

*

I




.Un“‘ T

§306.,07 Dispensing of Narcotic Drugs foxr Malinilcecnance

Purposes

The administering or dispensing directly {Lut
not prescribing) of narcotic drugs listed in any
schedule to a narcotic drug dependent person for the
purpose of continuing his dependence upon such drugs in the
course of conducting an authorized clinical investige-

.

ation in the development of anarcotic addict rohiam-
bilitation program shall be doamed to Lo within the
meaning of the term "in ithe course of hiis prolessicnal
practice or research.!" Before such program is initi-
ated, however, ihe person administering or disponsing

said narceotltic drugs nust obtain writien authorization

from the Board of Pharmacy.
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{ ARTICLE 16

.’ CONTROLLED SUBSTANCES LISTED IN SCHEDLLE IT

306,11 - Regquirement of prescription.

|
{(a) A pharmacist may dispense a controlicd subsicnce

listed in Séhedu%o II, which is a prescription
drug as determined under the Federal Food, Drug,

and Cosmetic Act, only pursuant to a written

prescription signed by the prescribing individual

'practitioner, excopt as provitied in paragraph {(qd)

of this section.

(b} An individual practitioner may adiminister or dispense

a controlled substance listed in Schedule II in the

"o [ P N T | o n - - - 2T '
. convea or hig profocscizhnal pPrAStiZl wWilliwl e

" prescription, subject to 306.07.

(c) An institutional praciitioncr may administer or dis-

pense directly {(Lut not prescribe) a controlled

substance listed in Schedule IT only pursuant to

(38

written prescripiion signed by the prescribing in-

dividual practitionecr or to an order for medication

made by an individual practitiloner which is dispensed

for immediate administration to 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 of a prescribing

individual practiticoner, provided ithat:

'I {1) The gquantity prescribed and dispensed is limited
' to the amount adequate to treat the patdent during

the emergency pericd (dispensing beyond the

L2009
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(2)

(3)

(4)

emergency period must be pursuant to

a written prescription signed by the
prescribing individual practitioner);
The prescripticon shall be immediately
reduced to writing by the pharmacist
and shall contain all information
reguired in §306.05, exceptl for the
signature of the prescribing individual
practitioner;

If the prescribing individual practitioner
is not known to tha pharmaci=sti, he muct

malke a reasonable cffort to detlermine

that the oral auvtlhorization came f{rom a
registered individual practitioner, which
may include a callback to the practitioner's
phone nunber as listed in the phone Lok ox
télephone directory and/or cither good

faith efforis to insure hig identity; and
Within 72 hours after authorizing an cemergency
oral prescription, the prescribing in-
dividual practitioner shall cause a

written prescription for the cmergency
guantity prescribed to be delivered

to the dispensing pharmacist. In addition

‘1o conformina to the reanirements of &

[ T Wl ~ . o n - = -
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writiien on its face "Authorization for
Emergency Dispeonsing,'" and thoe date of

the oral orXder. The written prescription

may be delivered to ihe pharmacist in person ox
by mail, bul if delivered by mail 1t nust

be postmarked withi, the 72 hour period.

Upen receipt, the dispensing pharmacist

shall attach this prescription to the oral
emergency proscription which had carlicr been
reduced to writing. The pharmacist shall
notify the Board of Pharmacy if tihe
prescribing individual practlitioner

fails to deliver a written prescriptiion to
him; failure of the pharmacist to do uo

shall void the authority conferred by this pa~
ragraph to dispensc without a writtien pre-
scription of a prescribing individual
practitioncr. '

L1




306,12 - Refilling prescriptions.

The refilling of a prescription for a controlled substance

listed in Schedule II is prohibited.
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306,13 - Partiial filling of prescriptions.

The partial filling of a prescripiion for a controlied
substance listed in Schedule IT is permissible, if the pharma-
cist is unable to supply the full guantity called for in a
written or emergency oral prescription and he makes a notaticn
of the gquantity supplied on the face of the written pres-
cription (or written record of the emergency oral pres&:iption).
The remainiﬁg portion of the prescription may be filled within
72 hours of the first partial filling; however, if the remaining
portion is not or cannot be filled within the 72 hour periocd,
the pharmacist shall so notify prescribing individual practi-

tioner. No further quantity may be supplied beyond 72 hours

witliout a new prescription.

Ll
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306,14, - Labeling of substances,

The pharmacist filling a written or emergency oral
prgscription for a conirolled substance listed in Schedule
IT shall affix to the package a label showing date of filling,
the pharmacy name and address, ‘the serial number of the
prescription, the name of the patient, the name of the pre-
scribing practitioner, and dircctions for use and cautionary
statements, if any, contained in such prescription orx

-

required by law,

208




306.15 - Filing of prescriptions.

CAllL written prescriptions and written records of
emergency oral prescriptions shall be kept in accordance

with reguirements of this chapter,
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ARTICLE 17

CONTROLLED SUBSTANCES LISTED IN SCHEDULES IXII AND IV
§306.21 -~ Requirement of Prescription.

(a). A pharmacist may dispense a controlled substance
listed in schedule III or IV, which is a prescription drug
as determined under the Federal Food, Drug, and Cosmetic Act,
only pursuant to eithexr a writien prescription signed by a pre-
scribing individual practitioner and/or an oral prescription
made by a prescribing individual praciitioner and promptly
reduced to writing by the pbarmacist conéaining all information
required in §306.05, cxcept for the signature of the prescribing
individual practitioner.

(b). An individual practitioner may administer ox dispense
a controlled substance listed in schedule III or IV in the
course of his professional praciice without a prescription,
subject to the provisions of §306.07.

(¢). An institutional praétit;oner, as described in
§303.06, may administer or dispense directly (but not prescribe)
a controlled substance listed in schedules II1I or IV pursuant
to a writlen prescription signed by a prescribing individual
practitionex, or pursuant to an oral prescriptiion made by a
prescribing individual practitioner and promptly reduced to
writing Ry ihe pharmacist (containing all information required
in §305.05 except for the signature of the prescribing individual
practitioner), or pursuant to an order for medication madc by

an individual practitioner which is dispensed for immediate

*

administration to the ultimate user, subject to §306.07.




§306.22 Refilling of Prescriptions

No prescripticn for a controlled substance listed
in schedule III or IV shall be filled or refilled more
than 6 menihs aftexr ihe date on which such prescription
was issued and no such'prcscription authorized to be
refilled may be refilled more than five times. Each
refilling of a prescription shall be centered on the back of
the prescription {(or on another uniformly maintained
appropriate . record, such as medication records, which
indicate prescription refills), initialed, and dated
by the pharmacist as of the date of dispensing, and
shall state the amcuntl dispensed. f the vharmncist merely
initials and dates the back of the prescription he shalil
be decemed Lo have dispensed a refill for the full face amount
of the prescription. Additional gquantities of controllied
substances listed in schcdulc ITI or IV may only be
authorized by a prescribing praciitioner through issuance
of a new prescription as provided in §306.21 which shall

be a new and separate prescription.

L 2]
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§306.23 Labeling of Substances

The pharmacist {illing a prescription for a
controlled substance listed inrschedule I1X or IV
shall affix to the package a label showing the pharm-
acy name and address, Ehe serial number and datice of
initial filling, the name of the patient, the name of the
practitioner issuing the prescription, and directions
for use and cautiocnary silatewcents, if any, contained

P

in such prescription as reguired by law.

R I T
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§306.24 Filing Prescriptions
All prescriptions for controlled substances

listed in schedules III and IV shall Dbe kept in

accerdance with §301.04” (d) of this chapter.
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ARTICLE 18 _

CONTROLLED SURBSTANCES LISTED
IN SCLEDULE V

§306.31 - Requircment of prescription.

(a} A pharmacist may dispense a controlled substance
listed in schedule V pursuant to a prescription as required
for controlled substances listed in schedules III and IV in
§306.21. A prescription for a controlled substance listed
in schedule V may be refilled only as expressly authorized
by the prescribing individual practitioner on the prescrip-
tion; if no such authorization is givent the prescription
may not be refilled. A phavmacist dispensing such substance
pursuant to a prescription shall label the substance in
accordance with §306.23 and file the prescription in accord-
and with 8308 .24,

(b) An individual practitioner may administer or
dispense a conirolled substance listed in schedule V in
the course of his professional practice without a preos-
cription, subject to §306.07.

(c) An institutional practitioner may administer ox
dispensc directly (but not prescribe) a controlled sub-
stance listed in schedule V only pursuant to a written
prescription signed by the prescribing individual practi-
tionex, or pursuant to an oral prescription made by a
p;cscrih}ng individual practitioner ana promptly reduced
to writing by the pharmacist {containing all information
reguired in $306.05 except for the signature of the pre-
scribing individual practitioner), or pursuant to an oxder
for medication made by an individual practitioner whieh is ”

dispensed for immediate administration to the ulimate uscr,

subject ito $206.G7. o164




§306.32 - Dispensing wlilwout prescription.

'r//
& controlled subslance llistod in achodule V may be

disponsed by o pharmacist without a proscription to &
purchasor at rebull, provided thatl:

(a}. Such digtrilutlion is made only by & pharmacist and
not by a nenpharmacist employee even if under the dirces
supervision of a pharmociant (altihough albter the phormacist
has fulfilled his professional and legal responsibilities
sot forth in his secticn, the asctual cash, crodii transaction,
ocr delivery, may be comploeted by a nonphérmaclst);

(b}. Not more than 200 ce. {8 cunces) of any such sub-
stance containing opium, nor more than 120 cec. {4 cuncos) of
any othoer controlled subslance listed in schedule V, may bs
ilsbeibuted wl roocuil TO NG 8Samo purciagser in any given LB-
hour period; -

{¢c). The purchaser is &bt loanst 18 years of age;

(d). The pharmaclst requiros uvery purchaser of a con-
trelled subatance listed in schedule V not known to hilm to
furnish sultablec identification (including proof of apge where
appropriate’;

(e). A bound rocord bhook for distributions of conbtrolled
substances listed in schedulc V (othier than by prescription)
is maintieined by tho pharmacist, which book shall contaln the
name and address of the purchuaser, the name and quantlty of
controlled gubstanco purchusod, the date of ouach purchase, and

the name or initials of tho pharmaclist who distributoed the subd-

LE




stance to tho purchaser (the bool shall be maintained in accord-

anceo with the rocordkeoping requiremont of § 304.04 of this

chaptor); and

(f}s & preseription is not required for distribution or
disponsing of ths substance pursuant te any cther Federsal,

State or locaol law.

i
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§307.11 - Emergency distribution by a Dispensex.

(a).

In the event of an emergency, a dispenser may dis-

tribute (without bLeing registered to distribute) a controlled

substance to a second dispenser in order for the second dis-

pensex to dispense the substance, provided that:

(1}).

(2).

{3).

(4).

(b).

The amount distributed does not exceed to the amount
regquired by the second dispenser for immediate dis-
pensing;

The distribution is recorded as a dispensing by the
first dispenser, and the receipt as a distribution
received by the sccond dispenser, and cach dispenser
retains a signed receipt of the distribution;

The second dispenser is registered under ihe act to
dispense (e COLLLLLICG SULs LALCE L0 RC alStripuiea
to him; and .

If the substance is listed in schedule I or II, an
order form is used as reguicaed in Part 3205 of this
chapter.

For purposecs of this section, an emergency shall mean

a situation where a quaniitiy of a controlled subsiance must be

dispensed toa person who does not have an alternative source

foxr such substance recasonably available to him and the dispeonser

cannot obtain such substance ihirough normal distribution channels

within thé time regquired to mect the need of the person for such

subsiance.

b4
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§307.12 - Distribution of Agueous or Oleaginous Solutiens by
a Pharmacist.

A phaxmacist who is registered to dispense or is covered
by anoiher perscen's regisiration to dispense may distribute
(without Leing registered 1o distribute) to a registered
practitioner, an aqueous or oleaginous solution, in a quantity
not exceeding one ounce at ary one time, containing a narcotic
controlled substance in a proportion not excecding 20 percent
of the complete soluticn, to be used by the pract;tioner in
the coursce of his professional practice for administration to
a patient, provided that a written record'is maintained which
indicates the date of Lhe transaction, the name, form and
quantity of the substance, the name, address, and registration
number of the pharmacist {(or other recgistered person), and the
nome, address, and registration number of the practitioner. 1In
the case of a controlled substance listed in schedule I or II,

an order forxrm shall be used in the manner prescribed by federal

laws and regulations.

2T
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§307.13 - Distribution 1o Suppliecr.

Any porson laﬁfully in possession of a controllcd subsiance
listed in any schedule may distribut; (without being registered
to distribute) that substance tc the person from whom he obtained
it or to the manufacturer of the substance, provided that a
writien record is maintained which indicates the date of the
transacticn, the name, form ;nd quantity of the substilance, thé
name, address, and registfation number, if known, of the suppliex
or manufacturcer. In the case of relurning a controlloed sub-
stance listed in’'schedule I or II, an oxder form shall be used

in the manner prescribed by federal laws and regulations.

v
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§307.14 - Distribution upen Discontinuance or Transfer of Business.

Any regisirant desiring to discontinue or 1ransfor business
activities altogeiher or with respect to controlled substances
shall notify ihe Boord of Pharmacy immediately, and on such
notification shall submit a complete and detailed closing inventory
of all controlled substances.in the registrant's possession.

Furthermore, it shall be necessary that the regquircments of
Section 307.14 of the :egulationslimplementing the Federal Con-

trolled Substances Act be complicd with.

+}




§307.15 - Dispusal of Controlled Substances.

. Compliance with federal law and regulations shall bLe deemed

in compliance with this section.

*)
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§307.16 Reporting Theft of Drugs.

In the event of any controlled substances boelng siolen, it
shall - be the duty of the registrant 1o submnit o Report of Drug
Thefi with the Board of Pharmacy. A copy of the report 1o Le

filed is attached hercto.

.




U.S. DERARTMENT CF JUSTICE / DARUG ENFORCEMENT ADMINISTRATION UMY APPROVAL

REPORT OF THEFT OR LOSS OF CONTROLLED SUBSTANCES Ne 43 RO4s4

Federal Regulations reguire registrdnts to suhmita dc.w{rd report of any theft o1 loss of Contiolled Substances 1o the
Druyg t aforiement Adminntraiien

Complete thys Form o iriplicate, Furward the original and duplicate copies 1o the nearest DEA Regionad Office. Retain
the tphudle Lopy TO7 yourn recotdy,

T NAME AND ADDHESS OF RIGISTRANT (Inctude 217 Codel - PHONE NO (I toin Ares Code)
ZIP Coile
2 PRINCIPAL BUSINESS OF RLAISTRANT (Chrek anel 13 OLA REGISTRATION NUMBER [4 CounTY In WhHiCH
‘ REGISTRANT IS LOCATED
1( ) Pracmmy 3 L] manutacticen Datnbutor 2w, pealix P dlansuttix 7
2[‘] Pra 1010 e 4 EJ Oiher }J
& GATE OF 110§ T ORN LOSE |6 NUMBEROf THLFTS DR LOSSES | 7. WAS THEFT OR LGS5 REFORTED 7O
REGISTRANT EXPERIENCID IN POLICE
LAST 12 MONTHS
O ves O w~o
®TNAME AND ADDRESS OF POLICE DLPARTMERT B
3 IvPE O THLET UR LOSS (Ches onel
‘{ J RNoght Bresk I (complute Lrem 10 helow) 4 D Customers Fillerage
-
4 [ﬁi Acrmed Babbery (compiets 1tem 11 beluw) kY [j CQithar (spracity)
3 ﬂ { muioyes Thett ’ T : t D Lot in Teansit (complute [tem 12 pelow)
10 1 NIGHT BREAR IN, WHAT WAS Trit IOUNT OF ENTRY ? 11 IF ARMED ROBBERY, WAS ANYONE INJURED 7
[1no [J ves 0t yeu, oW 7))

12 3t LOSTIN TﬂANSlT,COMFl(H TaE FOLLOWING

A Nameof Cammon Caernoe B Nwne of Canilgnes TC. Consignes’s DLA Registration Mumbar

1 . o —_—— — .
1 0F OFFICIAL CONTHUOLLID SUBLTANCLS ORDE R GRME VW B STOLEN, GIVE NUMBLAS

T4 WILAT HDENTIF Y ING MABRRS, $¥MUBOLS OR PAICE COUIES WE AT ON THE LAHBLLS GF THEGL CONTAINERS ?

{lriner 0oy oo i g o o tes)d

Shoa HEUASH WAS TAREN, WHAT AMOUNT * T "] ton iF MERCHANDISE WAS TAKLN, VALUE ?

Tth WHATSECURITY MEASURTS HAVE BEEN TAREN TO FREVINT FLUTURE THEFTS OR LOSST 5 ?

PRIVACY ACT INFORMATION
AUTHORITY Sreciion 301 of the Controlled Substances Acv of 1970 (PL- 31513
FURPUSE  Hepott theft or las of Contiolled Substances

ROUTINE I'SES. Thrfnﬁsmun! subatances Aet Regivization Records produces speoial reporie as regulred for statisticad xnalyiicat
purposer, Diclosures of Information from this sysiem are made to the folowing categorirs of asers for the purposes
wiated,

A, ber Xederad law stiforcement and regulstory agencies {or law eafurcrment and regulaiory puiposes

n. Siate sndd Jocul taw enforcement and regubetory agencies fur lew enforcement and regulatory pposcs

¢ Persans reglitered inder the Conatrolled Substances Art (Public Law $1.513) fot the purpose of verifying
the registrptinong of rustomers and pesclitioners

FREEOT Failute ta report shelt or lom of controlied substances may rerult 1n penalties under Section 402 and 493 of the Coatroullied
Subatanees Art. “

DEA i 106
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