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WEST VIRGINIA
SECRETARY OF STATE

KEN HECHLER

ADMINISTRATIVE LAW DIVISION [ 628

Form #3

NOTICE OF AGENCY APPROVAL OF A PROPOSED RULE
AND
FILING WITH THE LEGISLATIVE RULE-MAKXING REVIEW COMMITTEE

AGENCY: Soard of Pharmacy TITLE NUMBER:.__ 13

CITE AUTHORITY __830-5

AMENDMENT TO AN EXISTING RULE: YES NO

IF YES, SERIES NUMBER OF RULE BEING AMENDED:

TITLE OF RULE BEING AMENDED:

IF NO, SERIES NUMBER OF NEW RULE BEING PROPOSED: >

TITLE OF RULE BEING PROPOSED: __-icensure of Wholesale Drug Distributors,

THE AROVE PROPOSED LEGISLATIVE RULE HAVING GONE TO A PUBLIC HEARING OR A PUBLIC
COMMENT PERIOD IS HEREBY APPROVED BY THE PROMULGATING AGENCY FOR FILING WITH

THE SECRETARY OF STATE AND THE LEGISLATIVE RULE MAKING REVIEW COMMITTEE FOR
THEIR REVIEW.
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FOR PROPQSED RULES

Licensure of Wholesale Drug Distributors

Legislative

Board of Pharmacy

Interpretive

Procsdural

AdSress 236-Capitol Street

Charleston,

WV 235301

2RTAL TISCAL YIAR
1. Effect of Prcocsed Ruls Incrsase Cecresase| Curmant Nexit Therszfter
Estimated Total Cost $ $ $ | $ $
Perscral gervices
Curzent Ixpensa
Ferairs and Alterstions
Eouigmens
Ochar 6,000 6,000 7,000 18,000

Txplanation of above estimates:

In 1991, 30 licenses for the year at $200 each, and additional
vears will be a minimum $200 plus at least $51,000each year per

license renewed.

3. Cbjectives of Zhesa rulss:

To establish rules for the prescription drug marketing act.




DATE : August 28, 1891

TO: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE
FroM: Betty Jo Payne
Board of Pharmacy

LEGISLATIVE RULE TITLE: Licensure of Wholesale Drug Distributors

1. Authorizing statute(s) eitation $30-5

2. =a. Date filed in State Register with Notice of Hearing:

June 27, 1991

b. What other notice, ineluding advertising, did you give
of the hearing?

Neone

c, Date of hearing(s): Auvgust 19, 1001, 9:00 z2.m.

d. Attach list of persons who appeared at hearing, comments
received, amendments, reasons for amendments.

Attached No comments received X

e, Date you filed in State Register the agency approved
proposed Legislative Rule following public hearing:
(be exact)

August 28, 1991

f. Name and phone number(s) of agency person(s) to contact
for additional infermation:

Betty Jo Payne, Board of Pharmacy

348-0558




If the statute under which you promulgated the submitted
rules requires certain findings and determinations to be
made as a condition precedent te their promulgation:

a, Give the date upon which you filed in the State
Register a notice ¢f the time and place of a
hearing {or the taking of evidence and a general
description of the issues to be decided.

b. Date of hearing:

¢. On what date did you file in the State Register the
findings and determinations reguired tegether with
the reasons therefor?

d. fttach findings and determinations and reasons:

Attached




Dffice

Board of

Phone (304) 348-0558 June 27, 1931 Wharleston, West Viramta 25301

Series 5
Licensure of Wholesale Drug Distributors
15-5 Clrcumstances wnich reguire

This regulation becomes necessary to deal with and define certaln procedures that will
not only comply with State and Federal Acts but wili primarily coordinate the purpose
of the Federal Drug Marketing Act of 1987, commonly referred to as "PDMA".

The West Virginia Board of Pharmacy is required to have its rules and regulations per-
taining to the Federal Act in effect by September 15, 1992,

This is an effort to curtail the diversion of drugs by the licensure of perscns,
firms or corperations by consideration of the following factors; A thorough back-
ground check of all applicants relating to any convictions under any Feral or State
law, any suspensions or revocation of licenses pertaining to same, any false or
fraudulent materials furnished for licensure approval, or any other factors or quali-
fications which are considered revelant to and consistent with the public health and
safety. ’

Minimum requirement for the storing and handling of prescription drugs and establish-
ment and maintenance of prescription drug records will he the most Important factor
to be established in these rules other the the areas where drugs are stored.

This proposal indicates the responsibility of the West Virginiz Board of Pharmacy
by cooperating with the Federal Government in the implementation of the Federal
and State Acts,

The West Virginia Board of Pharmacy has determined that this proposal will accent
all phases of security, handling, maintenance of records and to guarantee z cleazn
facility for the storage of prescription drugs.
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15-5-1.

1.1

1.2

1.3

TITLE 15
LEGISLATIVE RULE 1851 fin )
SERIES 5 SN 27 pw o304
B{_‘rﬁ;— EF LRy s
LICENSURE OF WHOLESALE DRUG DISTRIBUTOS%E:‘E{.';;_ é‘ﬁ:;":-ﬂ
[F e |93 PRiC

General.
Scope. To establish rules for the Prescription Drug
Marketing Act.
Authority. West Virginia Code, Chapter 60A, Article
8, Section 9.
Filing Date.

1.4 Effective Date.

15-5-2.
2.1

(a)

(b)

(c)

(d)

(e)

(H

Wholesale Drug Distribution Licensing Act of 1991.
Definitions

Blood means whole blood collected from a single donor
and processed either for transfusion or further manu-
facturing.

Blood component means that part of blood separated by
physical or mechanical means.

Drug sample means a unit of a prescription drug that
is not intended tc be sold and is intended to promote
the sale of the drug.

Manufacturer means anyone who is engaged in manu-
facturing, preparing, propagating, compounding, pro-
cessing, packaging, repackaging, or labeling of a pre-
scription drug.

Prescription drug means any drug required by Federal
Law or regulation to be dispensed only by a prescrip-
tion, including dosage forms and active ingredients
subject to Section 503(b) of the Federal Food, Drug
and Cosmetic Act.

Wholesale distribution means distribution of prescrip-
tion drugs to persons other than a consumer or pa-
tient, but does not include:

(1) Intracompany sales, defined as any transaction
or transfer between any division, subsidiary, parent
and/or affiliated or related company under the common
ownership and control of a corporate entity;




(g)

(2) The sale, purchase, or trade of 2 drug or an of-
fer to sell, purchase, or trade a drug for emergency
medical reasons; for purposes of this section, "emer-
gency medical reasons” includes transfers_of prescrip-
tion drugs by a retail pharmacy to another retail phar-
macy to alleviate a temporary shortage, except that the
gross dollar ameunt shall not exceed five (5) percent

of the total prescription drug sales revenué of either the
transferor or transferee pharmacy during any twelve
(12) consecutive month period;

(3) The Distribution of drug samples by manufactu-
rers' representatives or distributors’ representatives;

(4) The sale, purchase, or trade of blood and blocod
components intended for transfusion;

(5) The sale, purchase, or trade of a drug, an offer
to sell, purchase, or trade a drug, cor the dispensing
of a drug pursuant to a prescription;

(6) The purchase or other acquisition by a hospital
or other health care entity that is a member of a
group purchasing organization of & drug for its own
use from the group purchasing organization or from
other hospitals or health care entities that are members
of such crganizations;

(7) The sale, purchase, or irade of a drug or an of-
fer to sell, purchase, or irade a drug by a charitable
organization described in Section 501(¢c)(3) of the
United States Internal Revenue Code of 1954 to a non-
profit affiliate of the organization to the extent other-
wise permitted by law; or

(8) The sale, purchase, or trade of a drug or sn of-
fer to sell, purchase, or trade a drug among hospitals
or other health care entities that are under common
control; for purposes of this section, "common control"
means the power to direct or cause the direction of

the management and policies of & person or an organiza-
tion, whether by ownership of stock, voting righis. by
contract, or otherwise;

Wholesale distributor means anyone engaged in whole-
sale distribution of prescription drugs, including but
not limited to, manufacturers, repackers, own-label
distributors, private label disiributors, jobbers; bro-
kers, warehouses, including manufacturers' and dis-
tributors' warehouses, chain drug warehouses, and
whelesale drug warehouses, independent wholesale

drug traders, and retzail pharmacies that conduect whole-
sale distributions.




15-5-3.

Wholesale Drug Distributor Licensing Requirement.

Every wholesale distributor, whereever located, who engages
in wholesale distribution into, out of, or within the State of
West Virginia must be licensed by the West Virginia Board of
Pharmacy in accordance with the laws and regulations of this
State before engaging in wholesale distribution of prescrip-
tion drugs.

15-5-4,
(a)

(b)

(e

(d)

Minimum Required Information For Licensure.

The West Virginia Board of Pharmacy requires the fol-
lowing from each wholesale drug distributor as part of
the initial Heensing procedure and as part of any re-
newal of such license:

(1). The name, full business, and telephone number
of the licensee;

(2) All trade or business names used by the licensee;

(3) Addresses, telephone numbers, and the names of
contact persons for the facility used by the license
for the storage, handling, and distribution of pre-
seription drugs;

(4) The type of ownership or operation (i.e. pariner-
ship, corporation, or sole proprietorship) and

(5) The name/s of the owner and/or operator of the
licensee, including:

(i) If 2 perscn, the name of the person;

(ii) If_- a partnership, the name of each partner,
and the name of the partnership;

(iii) If a corporation, the name and title of each
corporate officer and director, the corpor-
rate names, and the name of the State of in-
corporation, and the name of the parent com-
pany, if any;

(iv) 1If a sole proprietorship, the full name of the
sole proprietor and the name of the business
entity,

Where operations are conducted at more than one loca-

tion by a single wholesale distributor, each such loca-

tion shall be licensed by the West Virginia Board of
Pharmacy.

Changes in any information in this section shall be sub-
mitted to the West Virginia Board of Pharmacy within
thirty (30) days after such change.

The West Virginia Board of Pharmacy may provide for a
single license for a business entity operating more than
one facility within this State, or for a parent entity
with divisions, subsidiaries, and/or affiliate companies
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within this State when operations are conducted at more
than one location and there exists joint ownership and
control among all entities.

(e) Changes in any information in paragraph (2) of this sec-
tion shall be submitted to the West Virgihia Board of
Pharmacy.

15-5-5, DMinimum Qualifications.

(a) The West Virginia Board of Pharmacy shall consider, at
a minimum, the following factors in reviewing the quali-
fications of persons who engage in wholesale distribution
of presecription drugs within the State.

(1) Any convictions of the applicant under any Federal,
State, or local laws relating to drug samples, wholesale
or retail drug distribution, or distribution of controlled
substances;

(2) Any felony convictions of the applicant under Fed-
eral, State, or local laws;

(3) The applicant's past experience in the manufacture
or distribution of prescription drugs, including control-
led substances;

(4) The furnishing by the applicant of false or fraudu-
lent material in application made in connection with drug
manufacturing or distribution;

(5) Suspension or revocation by Federal, State, or lo-
cal governments of any license currently or previously
held by the applicant for the manufacture or distribu-
tion of any drugs, including controlled substances;

(6) Compliance with licensing regquirements under pre-
viously granted licenses, if any;

(7) Compliance with requirements to maintain and/or

make available to the West Virginia Board of Pharmacy or
to Pederal, State, or local law eriforcemefit officials those .
records required under this section; and ' :

(8) Any other factors or qualifications the West Virginia
Board of Pharmacy considers revelant to and consistent
with the public health and safety.

{(b) The West Virginia Board of Pharmacy sheall have the
right to deny a license to an applicant if it determines
that the granting of such a license would not be in the
public interest. Public interest considerations shall be .
based upon factors and qualifications that are directly
related to the protection of the public health and safety.

15-5-6. Personnel.

As a condition for receiving and retaining a wholesale distrib-




utor licemse, the licensee shall require each person employed
in any prescription drug wholesale distribution activity to
have education, training, experience, or any combination
thereof, sufficient for that person to perform the assigned
functions in such a manner as to provide assurance that the
drug product quality , safety and security will at all times
be maintained as required by law.

15-5-7. Violations and Penasalties.

(2) The West Virginia Board of Pharmacy shall have the au-
thority to suspend or revoke any licenses granted under this
part unop conviction of violations of Federal, State, or local
drug laws or regulations, and may impose fines, or civil pen-
alties not to exceed one thousand dollars for each violation of
these regulations. Before any license may be suspended or
revoked, or fines or civil penalties provided for herein may
be imposed, a wholesale distributor shall have a right to prior
notice and a hearing pursuant to Chapter 29A, Administrative
Procedures Act of the code of West Virginia.

(b) The West Virginia Board of Pharmacy may suspend or re-
voke any license granted under this part for wlilful and seri-
ous violations of these regulations.

15-5-8. Minimum Requirements for the Storage and Handling of
Prescription Drugs and for the Establishment and Mainten-
ance of Prescription Drug Records.

The following shall constitute minimum requirements for the
storage and handling of prescription drugs, and for the es-
tablishment and maintenance of prescription drug distribu-
tion records by wholesale distributors and their officers,
agents, representatives and employees.

(a) Facilities. All facilities at which prescription drugs are
stored, warehoused, handled, held, offered, marketed, or
displayed shall;

(1) Be of suitable size and construction to facilitate
cleaning, maintenance, and proper operations;

(2) Have storage areas designed to provide adequate
lHghting, ventilation, temperature, sanitation, humidity,
space, equipment, and security conditions;

(3) Have a quarantine area for storage of prescription
drugs that are outdated, damaged, deteriorated, mis-
branded, or adulterated, or that are in immediate or
sealed secondary containers that have been opened;

(4) Be maintained in a clean and orderly fashion; and

(5) Be free from infestation by insects, rodents, birds,
or vermin of any Kind,




{(b) Security.

(1) Al facilities used for wholesale drug distribution
shall be secure from unauthorized entry.

(i)  Access from outside the premises shall be kept
to a minimum and be well-controlled.

(ii) The outside perimeter of the premises shall be
well-lighted.

(iii) Entry into areas where prescription drugs are
held shall be limited to auihorized personnel.

(2) Al facilities shall be equipped with an alarm system
to detect entry after hours.

(3) Al facilities shall be equipped with a security sys-
tem that will provide suitable protection against theft
and diversion. When appropriate, the security system
shall provide protection against theft or diversion that is
facilitated or hidden by tampering with computers or
electronic records.

(c¢) Storage. All prescription drugs shall be stored at ap-
propriate temperatures and under appropriate conditions
in accordance with requirements, if any, in the labeling
of such drugs, or with requirements in the current edi-
tion of an official compendium, such as the United States
Pharmocopeia/National Formulaty (USP/NF).

(1) If no storage regquirements are established for a
prescription drug, the drug may be held at "controlled"
room temperature, as defined in an official compendium,
to help ensure that its identity, strength, quality, and
purity are not adversely affected.

(2) Appropriste manual, electromechanical, or electron-
ic temperature and humidity recording equipment, devices,
and/or logs shall be utilized to document proper storage
of prescription drugs.

(3) The recordkeeping requirements in paragraph (f)
of this section shall be followed for all stored drugs.

(d) "Examination of materials.

{1) Upon receipt,each outside shipping container shall
be visually examined for identity and to prevent the ac-
ceptance of contaminated prescription drugs or prescrip-
tion drugs that are otherwise unfit for distribution.
This examination shall be adequate to reveal container
damage that would suggest possible contamination or
other damage to the contents.




{e)

()

(2) Each outgoing shipment shall be carefully inspected
for identity of the prescription drug produects and to en-
sure that there is no delivery of prescription drugs that
have been damaged in storage or held under improper
conditions.

{3) The recordXkeeping requirements in paragraph (f) of
this section shall be followed for all incoming and out-
going prescription drugs.

Returned, damaged, and outdated prescription drugs.

(1) Prescription drugs that are outdated, damaged, de-
teriorated, misbranded,or adulteraied shall be guaran-
tined and physically separated from other prescription
drugs until they are destroyed or returned to their
supplier.

(2) Any prescription drugs whose immediate or sealed
outer or sealed secondary containers have been opened
or used shall be identified as such, and shall be quar-
antined and physically separated from other prescription
drugs until they are either destroyed or returned to
their suppler. '

(3) 1If the conditions under which a prescription drug
has been returned cast doubt on the drug's safety,
identity, strength, quality, or purity, then the drug
shall be destroyved, or returned to the supplier, unless
examination, testing, or other investigation proves’ that
the drug meets appropriate standards of safety, identity,
strength, quality, and purity. In determining whether
the conditions under which a drug has been returned
cast doubt on the drug's safety, identity, strength,
quality, or purity, the wholesale distributor shall con-
sider, among other things, the conditions under which
the drug has been held, stored or shipped before or
during its return and the condition of the drug and its
container, carton, or labeling, as a result of storage or
shipping.

(4) The recordkeeping requirements in paragraph (f)
of this section shall be followed for all outdated, dam-
aged, deteriorated, misbranded, or adulterasted pre-
seription drugs.

Recordkeeping.

(1) Wholeszale distributors shall establish and maintain
inventories and records of all transactions regarding the
receipt and distribution or other disposition of prescrip-
tion drugs. These records shall include the following
information:

(i) The scurce of the drugs, including the name
and principal address of the seller or trans-
feror, and the address of the location from




which the drugs were shipped;

(i) The identity and quantity of the drugs received
and distributed or disposed of; and

(iii) The dates of receipt and distribution or other
disposition of the drugs.

(2) Inventories and records shall be. made available for in-
spection and photocopying by authorized Federal, State, or
local law enforcement agency officials for a period of two
(2) years following disposition of the drugs.

(3) Records described in this section that are kept at the
inspection site or that can be immediately retrieved by com-
puter or other electronic means shall be readily available

for authorized inspection during the retention period. Re-
cords kept at a central location apart from the inspection
site and not electronically retrievable shall be made avail-
able for inspection within two (2) working days of a request
by an authorized official of a Federal, State, or local law en-
forcement agency.

(g) Written policies and procedures. Wholesale distributors
establish, maintain, and adhere to written policies and pro-
cedures, which shall be followed for the receipt, security,
storage, inventory and distribution of prescription drugs,
including policies and procedures for identifying, recording,
and reporting losses or thefts, and for correcting all errors
and inaccuracies in invent ries. Wholesale distributors shall
include in their written policies and procedures the following:

(1) (L) A procedure whereby the oldest approved stock of &
prescription drug product is distributed first. The pro-
cedure may permit deviation from this requirement if such
deviation is temporary and appropriate.

(2) N A procedure to be followed for handling recalls and
withdrawals of prescription drugs. Such procedure
shall be adequate to deal with recalls and withdrawals due
to: -

(i) Any action initiated at the request of the Food
and Drug Administration or other Federal, State,
or local law enforcement or other government
agency, including the West Virginia Board of
Pharmacy; - o

(ii) Any voluntary action by the manufacturer to re--
move defective or potentially defective drugs
from the market; or

(iii) Any action undertaken to promote public hesalth and
safety by replacing of existing merchandise with an
improved product or new package design.

(3) A procedure to ensure that wholesale distributors prée-
pare for, protect against, and handle any crisis that affects




security or operation of any facility in the event of strike,
fire, flood, or other natural disater, or other situations
of local , State, or national emergency.

(4) A procedure to ensure that any outdated prescription
drugs shall be segregated from other drugs and either re-
turned to the manufacturer or desiroved. This procedure
shall provide for written documentation of the disposition of
outdated prescription drugs. This documentation shall be
maintained for two (2) vears after disposition of the outdated
drugs.

(h) Responsible persons. Wholesale distributors shall establish
and maintain list of officers, directors, managers, and other
persons 'in charge of wholesale drug distribution, storage,
and handling, including a description of their duties and a
summary of their qualifications.

(i) Compliance with Federal, Stsate, arnd local law. Wholesale dis-
tributors shall operate in compliance with applicable Federal,
State, and local laws and regulations.

{1) Wholesale distributors shall permit the West Virginia

Board of Pharmaey's authorized personnel and authorized
Federal, State, and local law enforcement cofficials, to enter
and inspect their premises and delvery vehicles, and to audit
their records and written operating procedures, at reasonable
times and in a reasonable manner, to the extent authorized by
law. Such officials shall be required to show appropriate iden-
tification prior to being permiitted access to wholesale distribu-
tors' premises and delivery vehicles.

{2) Wholesale distributors that deal in controlled substances
shall register with the appropriate State controlled substance
and with the Drug Enforcement Administration (DEA), and
and shall comply with all applicable State, local, and DEA reg-
ulations. :

(i) Salvaging and processing. Wholesale distributors shall be sub-
ject to the provisions of any applicable Federal, State, or lo-
cal laws or regulations that relate to prescription drug product
salvaging or reprocessing, including Chapter 21, parts 207,
207D, and 211 of the Code of Eederal Regulations.




