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SUMMARY OF PROPOSED RULE

TITLE 15
LEGISLATIVE RULES
SERIES 2

RULES AND REGULATIONS OF THE BOARD OF PHARMACY FOR THE UNIFORM
CONTROLLED SUBSTANCES ACT

This rule repeals and replaces existing series 2 which has not been amended since 1982
and removes antiquated language and brings the rule into compliance with federal regulations.
The rule clarifies the requirements for controlled substance permits, establishes security
requirements regarding the storage and handling of controlled substances, establishes labeling
and packaging requirements for controlled substances, establishes the requirement for
maintenance of records and inventories, establishes manner of issuance of prescriptions, the form
of prescriptions, and time limitations on controlled substance prescriptions.




STATEMENT OF CIRCUMSTANCES

TITLE 15
LEGISLATIVE RULES
SERIES 2

RULES AND REGULATIONS OF THE BOARD OF PHARMACY FOR THE UNIFORM
CONTROLLED SUBSTANCES ACT

This rule repeals and replaces existing series 2 which has not been amended since 1982
and removes antiquated language and brings the rule into compliance with federal regulations.
Many changes have occurred in the past 18 years in relation to the dispensing of controlled
substances and it is necessary to address those changes by amending these rules at this time.




QUESTIONNAIRE

(Please include a copy of this form with each filing of your rule: Notice of Public Hearing or Comment Period; Proposed
Rule, and if needed, Emergency and Modified Rule.)

DATE: _August 18, 2000

TO: LEGISLATIVE RULE-MAKING REVIEW COMMITTEE

FROM:(Agency Name, Address & Phone No )WeSt Virginia Board of Pharmacy

232 Capitol Street

Charleston, WV 25301 Phone: 558-0558

LEGISLATIVE RULE TITLE: Rules and Regulations of the Board_of Pharmacy for the
Uniform Controlied Substances Act

1. Authorizing statute(s) citation

30-5-1, 60A-1-101

2. a.  Date filed in State Register with Notice of Hearing or Public Comment Period:

July 3, 2000

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

Sent public notice to each pharmacy in state which was posted in public view
informing patients of proposed rules and providing address and phone number of
Board to request rules or send written comments.

c.  Date of Public Hearing(s) or Public Comment Period ended:

Comment period ended 8/4/2000. Public meeting held 8/7/2000 to review commen

d.  Attachlist of persons who appeared at heaning, comments received, amendments, reasons
for amendments.

Attached X No comments received




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

August 18, 2000

Name, title, address and phone/fax/e-mail numbers of agency person(s) to receive
all written correspondence regarding this rule: (Please type)

William T. Douglass, Jr., Executive Director

232 Capitol Street

Charleston, WV 25301

Phone: 558-0558 Fax: 558-0572

IF DIFFERENT FROM ITEM ‘P, please give Name, title, address and phone
number(s) of agency person(s) who wrote and/or has responsibility for the contents of this

rule: (Please type)
NIA

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

a.  Give the date upon which you filed in the State Register a notice of the time and place

of a hearing for the taking of evidence and a general description of the issues to be
decided.

N/A




b.  Date of hearing or comment period:

N/A

c.  On what date did you file in the State Register the findings and determinations required
together with the reasons therefor?

N/A

d.  Attach findings and determinations and reasons:

Attached N/A
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APPENDIX B

FISCAL NOTE FOR PROPOSED RULES

Rule Title: Rules and Regulations of the Board of Pharmacy for the Uniform Controlled Subs
Type of Rule: X Legislative Interpretive Procedural
Agency: West Virginia Board of Pharmacy

232 itol Street
Address: 32 Capitol Stree

Charleston, WV 25301

1. Effect of Proposed rule:

ANNUAL FISCAL YEAR |

INCREASE__| DECREASE | CURRENT | nNEXT | THEREAFTER ]l
ESTIMATED TOTAL A A wal  wa A

COST

" PERSONAL SERVICES N/A N/A NA N/A N/A
CURRENT EXPENSE NIA N/A Nal A N/A
EQUIPMENT N/A N/A N/A N/A N/A
OTHER N/A N/A N/A N/A N/A

2. Explanation of Above Estimates: N
Rule would not have nay fiscal impact upon state government or citizens of state.

3. Objectives of These Rules:
Update and amend controlled substance regulations.




Rule Title: Rules and Regulations of the Board of Pharmacy for the Uniform Controlled Sub

4. Explanation of Overall Economic Impact of Proposed Rule:

A. Economic Impact on State Government:
N/A

B. Economic Impact on Political Subdivisions; Specific Industries; Specific Groups of
Citizens: N/A

C. Economic Impact on Citizens/Public at Large.
N/A

g- [§-Xooo

Date:

Signature of Agency Head or Authorized Representative:
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TITLE 15 " = - Py
LEGISLATIVE RULE fus 16 32+ PA 06
BOARD OF PHARMACY
Qi fine oo ot T T L ARINIA
SERIES 2 QECRETARY OF STATE

RULES AND REGULATIONS OF THE BOARD OF PHARMACY
FOR THE UNIFORM CONTROLLED SUBSTANCES ACT

§15-2-1. General.

1.1. Scope. -- The West Virginia Code,
section nineteen, article five, chapter thirty et seq.
mandates that the Board of Pharmacy shall make
such Rules and Regulations, not inconsistent with
law, as necessary, to carry out the purposes and
enforce the provisions of this article.

1.2. Authority. -- W. Va. Code §60A.

1.3. Filing Date. --

1.4, Effective Date. --

1.5.  Repeal of Former Rule. ~ This
legislative rule repeals and replaces WV 15CSR2
“Rules and Regulations of the Board of Pharmacy
for the Uniform Controlled Substances Act” filed
December 28, 1982 and effective December 28,
1982,

§15-2-2. Adoption of federal law.

2.1, The requirements of the federal
regulations, Drug Enforcement Administration,
Department of Justice, 21 CFR Parts 1300-13186,
are adopted by the West Virginia Board of
Pharmacy and licensed pharmacies shall comply
withthem. Any changes to the federal Controlled
Substances Act and applicable federal regulations
regarding controlled substances shall be
incorporated by reference within this rule.

§15-2-3  Controlled Substance Permits

3.1. Persons required to register.

3.1.1 Every person who manufactures,
distributes or dispenses any controlled substance
or who proposes to engage in the manufacture,
distribution or dispensing of any controlled
substance shall obtain annually a controlled
substance permit unless exempted by law or
pursuant to Section 3.2 of these rules. Only
persons actually engaged in such activities are
required to obtain a registration; related or
affiliated persons who are not engaged in such
activities are not required to be registered. (For
example, a stockholder or parent corporation of a
corporation manufacturing controlled substances
is not required to obtain a registration).
“Registrant” means a person who has obtained a
controlied substance permit from the West
Virginia Board of Pharmacy.

3.2. The West Virginia Board of Pharmacy shall
exempt from payment of a fee for a controlled
substance permit the following persons:

3.2.1. Any official or agency of the
United States Army, Navy, Marine Corps, Air
Force, Coast Guard, Veterans' Administration or
Public Health Service who is authorized to
procure or purchase controlled substances for
official use; and

3.2.2. Any official, employee or other
civil officer or agency of the United States, of any
state or any political subdivision or agency
thereof, who is authorized to purchase controlled
substances, to obtain such substances from official
stocks, to dispense or administer such substances,
to conduct research, instructional activities, or
chemical analysis with such substances, or any




combination thereof, in the course of his official
duties or employment.

33. In order to claim exemption from
payment of a fee, the applicant shall have
completed the certification on the appropriate
application form, wherein the registrant's superior
certifies to the status and address of the registrant
and to the authority of the registrant to acquire,
possess or handle controlled substances.

3.4. Exemption from payment of a fee does
not relieve the registrant of any other
requirements or duties prescribed by law.

3.5. Each application shall include all
information called for in the form, unless the item
is not applicable, in which case this fact shall be
indicated.

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

3.7. If the applicant is a pharmacy, , it shall
be necessary for the pharmacist in charge of the
pharmacy to sign the application; and where the
owner of such pharmacy is a person, other than
the practicing pharmacist, it shall be necessary for
such other person, partnership or corporation,
corporate division, association, trust or other
entity, to sign the application form as provided in
section 3.6 in addition to any other persons
required to sign said application.

3.8 If the applicant is a rest home, nursing
home, hospital, orphanage, clinic, home for the
aged, governmental agency or institution or other
place requiring the use of pharmacist consultants
or coordinators of pharmaceutical services, it shall
be necessary for such consultant or coordinator to
sign the application in addition to any other
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persons required to sign the application.
3.9. Filing of application; joint filings.

3.9.1 All applications for registration
shall be submitted for filing to the office of the
the Board of Pharmacy.

3.9.2 Any person required to obtain more
than one (1) registration may submit all
applications in one (1) package. Each application
must be complete and should not refer to

accompanying application for required
information.
3.10.  Acceptance for filing; defective

applications.

3.10.1 Applications submitted for filing are
dated upon receipt. If found to be complete, the
application will be accepted for filing.
Application failing to comply with the
requirements of this Part will not generally be
accepted for filing. In the case of minor defects as
to completeness the West Virginia Board of
Pharmacy may accept the application for filing
with a request to the applicant for additional
information. A defective application will be
returned to the applicant within ten (10) days
following its receipt with a statement of the
reason for not accepting the application for filing.
A defective application may be corrected and
resubmitted for filing at any time; the West
Virginia Board of Pharmacy shall accept for filing
any application upon resubmission by the
applicant, whether complete or not.

3.10.2 Accepting an application for filing
does not preclude any subsequent request for
additional information pursuant to Section 3.20 of
these rules and has no bearing on whether the
application will be granted.

3.11. Additional information.

3.11.1 The West Virginia Board of
Pharmacy may require an applicant to submit such
documents or written statements of fact relevant
to the application as it deems necessary to




determine whether the application should be
granted. The failure of the applicant to provide
such documents or statements within a reasonable
time after being requested to do so shall be
deemed to be a waiver by the applicant of an
opportunity to present such documents or facts for
consideration by the West Virginia Board of
Pharmacy in granting or denying the application.

3.12. Amendments to and withdrawal of
applications.

3.12.1 Anapplication may beamended or
withdrawn without permission of the West
Virginia Board of Pharmacy at any time before
the date on which the applicant receives an order
to show cause pursuant to Section 3.29 of these
rules, or before the date on which a notice of
hearing on the application is published pursuantto
section three hundred five, article three, chapter
sixty-a of the West Virginia Code, whichever is
sooner. An application may be amended or
withdrawn with permission of the West Virginia
Board of Pharmacy at any time where good cause
is shown by the applicant or where the
amendment or withdrawal is in the public interest.

3.12.2 Afteran application has been accepted
for filing the request by the applicant that it be
returned or the failure of the applicant to respond
to official correspondence regarding the
application, when sent by registered or certified
mail, return receipt requested, shall be deemed to
be a withdrawal of the application.

3.13. Administrative review generally.

3.13.1 The West Virginia Board of
Pharmacy may inspect, or cause to be inspected,
the establishment of an applicant or registrant,
pursuant to article five of the Uniform Controlled
Substances Act (chapter sixty-a, West Virginia
Code). The West Virginia Board of Pharmacy
shall review the application for registration and
other information gathered by the West Virginia
Board of Pharmacy regarding an appiicant in
order to determine whether the applicable
standards of section three hundred three of the
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Uniform Controlled Substances Act (chapter
sixty-a, West Virginia Code). have been met by
the applicant.

3.14. Applications for research in Schedule [
substances.

3.14.1 In the case of an application for
registration to conduct research with controlled
substances in Schedule [, the West Virginia Board
of Pharmacy shall determine the qualifications
and competency of the applicant as well as the
merits of the research protocol. The Board, in
determining the merits of a research protocol,
shall confer as to effective procedures to
safeguard adequately against diversion of such
controlied substances from legitimate medical or
scientific use. If the Board finds the applicant
qualified and competent and the research protocol
meritorious and adequately safeguarded, it shall
register the applicant unless it finds registration
should be denied for reasons set forth in section
three hundred three, article three of the Uniform
Controlled Substances Act (chapter sixty-a, West
Virginia Code).

3.14.2 If the Board is unable to find the
applicant qualified or the Board finds that grounds
exist for the denial of the application, it shali issue
an order to show cause and, if requested by the
applicant, shall hold a hearing on the application.

3.15 The controlled substance permit
shall contain the name, address and registration
number of the registrant, the activity authorized
by the registration, the schedules of the controlled
substances which the registrant is authorized to
handle, the amount of fee paid (or exemption) and
the expiration date of the registration. The
registrant shall prominently display the controlled
substance permit at the registered location.

3.16 No registration or any authority

conferred thereby shall be assigned or otherwise




transterred except upon such conditions as the
West  Virginia Board of Pharmacy may
specitically designate and then only pursuantto its
written consent,

§15-2-4. Security Requirements.
4.1. Security requirements.
4.2. Security requirements generally.

4.2.1 All applicants and registrants shall
provide effective controls and procedures to guard
against theft and diversion of controlled
substances. In order to determine whether a
registrant has provided effective controls against
diversion, the West Virginia Board of Pharmacy
shall evaluate the overali security system and
needs of the applicant or registrant.

4.2.2 Physical security controls shall be
commensurate with the schedules and quantity of
controlled substances in the possession of the
registrant in normal business operations. If a
controlled substance is transferred to a different
schedule or a noncontrolled substance is listed on
any schedule, or the quantity of controlled
substances in the possession of the registrant in
normal business operations significantly
increases, physical security controls shall be
expanded and extended accordingly.

42.3 All registrants who receive or
transfer substantial quantities of controlled
substances in normal business operations shall
employ security procedures to guard against in-
transit losses.

4.3 Before distributing a controlled substance
to any person who the registrant does not know to
be registered to possess the controlled substance,
the registrant shall make a good faith inquiry
either with the Board or with the appropriate state
controlied substances registration agency, if any,
to determine that the person is registered to
possess the controtled substance.

4.4. The registrant shall design and operate a
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s¥stem o disclose o the registrant suspicious
orders of controlled substances. The registrant
shall inform the Office of the West Virginia
Board of Pharmacy of suspicious orders when
discovered by the registrant. Suspicious orders
include orders of unusual size, orders deviating
substantially from a normal pattern, and orders of

unusua! frequency.

4.5. The registrant shall notify the Office of
the West Virginia Board of Pharmacy of any theft
or significant loss of any controlied substances
upon discovery of such theft or loss. The
registrant shall also complete the form provided
by the Secretary regarding such theft or loss.

4.6.. Physical security controls

4.6.1. When a pharmacy is closed, controlied
substances listed in Schedule I shall be stored in
a securely locked narcotic cabinet made of 20
gauge metal or better or may be dispersed
throughout the stock of noncontrolled substances
in such a manner as to obstruct the theft or
diversion of the controlled substance. Any other
method of storage of controlled substances listed
in Schedule II is not allowed unless specifically
approved by the Board for that particular
pharmacy. Only pharmacists practicing at the
pharmacy and authorized by the pharmacist-in-
charge may possess any keys or combinations to
the narcotic cabinet. Controlied substances listed
in Schedule III, IV, or V may be stored in the
narcotic cabinet or may be dispersed throughout
the stock of noncontrolled substances in such a
manner as to obstruct the theft or diversion of the
controlled substance. A secure automated
distribution system, approved by the Board, may
contain controlled substances within an
institutional setting in lieu of a narcotic cabinet,

4.6.2. The registrant shall not employ as
anagent or employee who has access to controlled
substances, any person who has been convicted of
a felony offense relating to controlled substances
or who, at any time, had an application for
registration denied. or has had his registration
revoked.




§15-2-5, Labeling And Packaging
Requirements For Controlled Substances.

5.1. Labeling and packaging requirements for
controlled substances.

5.2. Scope of article.

Requirements governing the labeling and
packaging of controlled substances pursuant to
section three hundred five of the Uniform
Controlled Substances Act (chapter sixty-a, West
Virginia Code) are set forth generally by that
section and specifically by the sections of this
Part.

5.3. Definitions.

5.3.1. As used in this Part, the following
terms shall have the meanings specified:

(a) The term "Commercial Container"
means any bottle, jar, tube, ampule, or other
receptacle in which a substance is held for
distribution or dispensing to an ultimate user, and
in addition, any box or package in which the
receptacle is held for distribution or dispensing to
an ultimate user. The term "Commercial
Container” does not include any package liner,
package insert or other material kept with or
within 2 commercial container, nor any carton,
crate, drug, or other package in which commercial
containers are stored or are used for shipment of
controlled substances.

(b) The term "Label" means any display
of written, printed, or graphic matter placed upon
the commercial container of any controlled
substance by any manufacturer of such substance.

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

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

(e) Any term not defined in this section
shall have the definition set forth in section one
hundred one of the Uniform Controlled
Substances Act, West Virginia Code Chapter
sixty-a.

5.4. Symbol required; exceptions.

5.4.1. Each commercial container of a
controlled substance except for a controlled
substance accepted by the West Virginia Board of
Pharmacy pursuant to section three hundred eight
of this chapter, shall have printed on the label the
symbol designating the schedule in which such
controlled substance is listed. Each such
commercial container, if it otherwise has no label,
must bear a label complying with the requirement
of this Part.

5.4.2 Each manufacturer shall print upon
the labeling of each controlled substance
distributed by him the symbol designating the
schedule in which such controlled substance is
listed.

5.4.3, The following symbols shall
designate the schedule corresponding thereto:

Schedulel ......... ClorC-I. Schedulell ........
CllorC-I1. Schedule IiI ....... CIII or C-II1.
SchedulelV ........ ClVorC-IV. Schedule V



The word "Schedule” need not be used.
No distinction need be made between narcotic and
nonnarcotic substances.

5.4.4 The symbol is not required on a
carton or wrapper in which a commercial
container is held if the symbol is easily legible
through such carton or wrapper.

5.4.5. 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
commercial container is removed upon dispensing
to an ultimate user.

5.4.6. The symbol is not required on a
commercial container containing, or on the
labeling of, a controlled substance being utilized
in clinical research involving blind and double
blind studies.

5.4.7. The symbol is not required on a
commercial container containing, or on the
labeling, of a controlled substance intended for
export from the United States.

5.5. Location and size of symbol on label.

5.5.1 The symbol shall be prominently
located on the right upper corner of the principal
panel of the label of the commercial container
and/or the panel of the commercial container
normally displayed to dispensers of any controlled
substance listed in Schedule I through V. The
symbol must be at least two (2) times as large as
the largest type otherwise printed on the label.

5.5.2. Inlieu 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 (12) the height of the label
and in a contrasting color providing clear
visibility against the background color of the
label.
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5.5.3 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.

5.6. Location and size of symbol on labeling.

5.6.1 The symbol shall be prominently
located on all labeling other than labels covered
by Section 5.5 of these rules. In all cases the
symbol shall be clear and large enough to afford
prompt identification of the controlled substance
upon inspection of the labeling.

5.7. Effective dates of labeling requirements.

5.7.1 All labels on commercial
containers of, and all labeling of, a controlled
substance which is listed in any schedule on June
15, 1971, and which is packaged after December
1, 1971, shall comply with the requirements of
Section 5.4 of these rules.

5.7.2. All labels on commercial
containers of, and all labeling of, a controlled
substance which either is listed in any schedule on
June 15, 1971, and thereafter transferred to
another schedule or is added to any schedule after
June 15, 1971, and which is packaged more than
one hundred eighty (180) days following the date
on which the transfer or addition becomes
effective, shall comply with the requirements of
Section 5.4 of these rules.

5.7.3. The West Virginia Board of
Pharmacy may, in the case of any controlled
substance, require compliance with the
requirements of Section 5.4 of these rules, within
a pericd of time shorter than required by this
section if it finds that public health or safety
necessitate an earlier effective date.

5.7.4. Until compliance is required

under this section, the label on commercial
container containing, and the labeling of, any
controlled substance shall comply with any
requirements under Federal Law as to labels of
such containers and as to labeling of such



substances existing prior to the effective date
prescribed in this section.

5.8. Sealing of controlled substances.

5.8.1. On each bottle, multiple dose,
vial or other commercial container of any
controlled substance listed in Schedules 1 and/or
I1, and of any narcotic controlled substance listed
in Schedule III or IV, there shall be securely
affixed to the stopper, cap, lid, covering or
wrapper or such container a seal to disclose upon
inspection any tampering or opening of the
container.

5.8.2. Any seal accepted for use under
Federal Law prior to May 1, 1971, shall be
deemed acceptable for use under this section.

§15-2-6. Records And Reports Of Registrants.

6.1. All records required to be kept must
be readily retrievable. "Readily Retrievable”
means that certain records are kept by automatic
data processing systems or other electronic or
mechanized record keeping systems in such a
manner that they can be separated out from all
other records in a reasonable time and/or records
are kept on which certain items are asterisked,
red-lined or in some other manner visually
identifiable apart from other items appearing on
the records.

6.2 Maintenance of records and inventories.

6.2.1. Every inventory and other record
required to be kept under the Act shall be kept by
the registrant and be available, for at least five (5)
years from the date of such inventory or record,
for inspecting and copying by authorized
employees of the West Virginia Board of
Pharmacy.

6.2.2. Each registered manufacturer,
distributor, importer, and exporter shall maintain
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inventories and records of controlled substances
as follows:

(a) Inventories and records of
controlled substances listed in Schedules [ and 1]
shall be maintained separately from all of the
records of the registrant; and

(b) Inventories and records of
controlled substances listed in Schedules I, TV
and V shall be maintained either separately from
all other records of the registrant or in such form
that the information required is readily retrievable
from the ordinary business records of the
registrant.

6.2.3. Each registered individual
practitioner required to keep records and
institutional practitioner shall maintain inventories
and records of controlled substances in the
manner prescribed in Paragraph (b) of this section.

6.2.4 Each registered pharmacy shall
maintain the inventories and records of controlled
substances as follows:

(a) Inventories and records of all
controlled substances listed in Schedules I and I1
shall be maintained separately from all other
records of the pharmacy, and prescriptions for
such substances shall be maintained in a separate
prescription file; and

(b) Inventories and records of
controlled substances listed in Schedules III, IV
and V shall be maintained either separately from
all other records of the pharmacy or in such form
that the information required is readily retrievable
from ordinary business records of the pharmacy,
and prescriptions for such substances shall be
maintained either in separate prescription file for
controlled substances listed in Schedules IiI, IV
and V only, or in such form that they are readily
retrievable from the other prescription records of
the pharmacy. Prescriptions will be deemed
readily retrievable if, at the time they are initially
filed, the face of the prescription is stamped in red
ink in the lower right corner with the letter "C" no
less than 1 inch high and filed either in the




prescription file for controlled substances listed in
Schedules { and II or in the usual consecutively
numbered prescription file for noncontrolled
substances. However, if a pharmacy employs an
automated data processing system or other
electronic record-keeping system for prescriptions
which permits identification by prescription
number and retrieval of original documents by
prescriber’s name, patient’s name, drug dispensed,
and date filled, then the requirement to mark the
hard copy prescription with a red “C” is waived.

6.3. General requirements for inventories.

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

63.2. A separate inventory shall be
made by a registrant for each registered location.
In the event controlled substances in the
possession or under the control of the registrant at
a location for which he is not registered, the
substances shall be included in the inventory of
the registered location to which they are subject to
control or to which the person possessing the
substance is responsible. Each inventory for a
registered location shall be kept at the registered
location.

6.3.3. A separate inventory shall be
made by a registrant for each independent activity
for which he is registered, except as provided in
Section 7.14 of these rules.

63.4. A registrant may take an
inventory either as of the opening of business or
as of the close of business on the inventory date.
The registrant shall indicate on the inventory
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records whether the inventory is taken as of the
opening or as of the close of business and the date
the inventory is taken.

6.3.5. An inventory must be maintained
in a written, typewritten or printed form. An
inventory taken by use of an oral recording device
must be promptly transcribed.

6.4. Initial inventory date.

6.4.1. FEvery person required to keep
records shall take an inventory of all stocks of
controlled substances on hand on the date he or
she first engages in the manufacture, distribution
or dispensing of controlled substances, in
accordance with Sections 6.4 through 6.7 of these
rules, as applicable. In the event a person
commences business with no controlled
substances on hand, he or she shall record this fact
as the initial inventory.

6.5. Biennial inventory date.

6.5.1.  After the initial inventory is taken,
the registrant shall take a new inventory of all
stocks of controlled substances on hand at least
every two years. The biennial inventory may be
taken on any date which is within two years of the
previous biennial inventory date.

6.6.
substances.

Inventory date for new controlled

6.6.1 On the effective date of a rule or
statutory change by the West Virginia Board of
Pharmacy or the DEA adding a substance to any
schedule of controlled substances, which
substance was, immediately prior to that date, not
listed on any such schedule, every registrant
required to keep records who is manufacturing,
distributing or dispensing that substance shall take
an inventory of all stocks of the substance on
hand. Thereafter such substance shall be included
in each inventory made by the registrant pursuant
to Section 6.4 of these rules.

6.7. Inventories of manufacturers.
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6.7.1. Each registered manufacturer
shall include the following information in his
inventory:

(a) For each controlled substance in bulk
form to be used in (or capable of use in) the
manufacture of the same or other controlled or
noncontrolled 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, avoirdupois weights
may be utilized where metric weights are not
readily available).

(b) For each controlled substance in the
process of manufacture on the inventory date:

{1) The name of the substance;

(2) The quantity of the substance in
each batch and/or stage of manufacture, identified
by the batch number or other appropriate
identifying number; and

(3) The physical form which the
substance is to take upon completion of the
manufacturing process (e.g. granulations, 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. ten (10) milligram tablet or ten (10)
milligram concentration per fluid ounce of
milliliter) and the number or volume thereof.

(¢} For each controlled substance in
finished form:

(1) The name of the substance;

(2) Each finished form of the
substance (e.g., ten (10) milligram tablet or ten
(10) milligram concentration per fluid ounce or
milliliter);

{3) The number of units or volume of each

finished form in each commercial container (e.g.,
one hundred (100) tablet bottles or six (6) three
(3) milliliter vials); and

(4) The total quantity of the substance in
all forms to the nearest metric unit weight.

(d) For each controlled substance not
included in Paragraphs (a), (b) or (¢) of this
section (e.g., damaged, defective or impure
substances awaiting disposal, substances held for
quality controt purposes, or substances maintained
for extemporaneous 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 the registrant and whether such
substance is capable of use in the manufacture of
any controlled substance in finished form.

6.8. Inventories of distributors.

6.8.1. Each registered distributor shall
include in his inventory the same information
required of manufacturers pursuant to Section
6.8.1 (¢) and (d} of these rules.

6.9. Inventories of dispensers and
researchers,

6.9.1. Each person registered to dispense
or conduct research with controlled substances
and required to keep records pursuant to Section
6.4 of these rules, shall include in his inventory
the same information required of manufacturers
pursuant to Section 6.8.1. (c) and (d) of these
rules. In determining the number of units of each
finished form of a controlled substance in a
commercial container which has been opened, the
dispenser shall do as follows:

(a) If the substance is listed in Schedule |
or IL, he shall make an exact count or measure of
the content; and




(b) If the substance is listed in Schedule
1L, IV or V, he shall make an estimated count or
measure of the contents, unless the container
halds more than one thousand (1,000) tablets or
capsules in which case he must make an exact
count of the contents.

6.10.. Inventories of importers and exporters.

6.10.1. Each registered importer or
exporter shall include in his inventory the same
information required of manufacturers pursuant to
Section 6.7.1 (a), (¢) and (d) of these rules. Each
registered importer and exporter who is also
registered as a manufacturer or as a distributor
shall include in his inventory as an importer or
exporter only those stocks of 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).

6.11. Inventories for chemical analysts.

6.11.1 Each analytical laboratory
registered to conduct chemical analysis with
controlled substances shall inciude in its inventory
the same information required of manufacturers
pursuant to Section 6.8.1 (a), (c) and (d) of these
rules, as to substances which have been
manufactured, imported or received by the
laboratory conducting the inventory, if less than
one (1) kilogram of any controlled substance
(other than a hallucinogenic controlled substance
listed in Schedule I}, or less than twenty (20)
grams of a hallucinogenic substance listed in
Schedule 1, (other than lysergic acid
diethylamide), or less than five tenths (0.5) gram
of lysergic acid diethylamide, is on hand at the
time of inventory, that substance need not be
included in the inventory. Laboratories of the
Waest Virginia Board of Pharmacy may possess up
to one hundred fifty (150) grams of any
hallucinogenic substance in Schedule [ without
regard to a need for an inventory of those
substances.

6.12. General requirements for continuing
records.
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6.12.1 Onand after June 15, 1971, every
registrant required to keep records pursuant to
Section 6.3 of these rules, shall maintain on a
current basis a complete and accurate record of
each such substance manufactured, imported,
received, sold, delivered, exported or otherwise
disposed of by him.

6.12.2. Separate records shall be
maintained by a registrant for each registered
location. In the event controlled substances are in
the possession or under the control of a registrant
at a location for which he is not registered, the
substances shall be included in the records of the
registered location to which they are subject to
control or to which the person possessing the
substance is responsibie,

6.12.3. Separate records shall be
maintained by a registrant for each independent
activity for which he is registered.

6.12.4. In recording dates of receipt,
importation, distribution, exportation or other
transfer, the date on which the controlled
substances are actually received, imported,
distributed, exported or otherwise transferred shall
be used as the date of receipt or distribution of
any documents of transfer (e.g., invoices or
packing slips).

6.13. Records of manufacturers,

6.13.1.Each registered manufacturer shall
maintain records with the following information:

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

(1) The name of the substance;

(2) The quantity manufactured in bulk
form by the registrant, including the date, quantity
and batch or other identifying number of each
batch manufactured,

(3) The quantity 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 quantity imported directly by
the registrant (under a registration as an importer)
for use in manufacture by him, including the date,
quantity and import permit or declaration number
for each importation;

(5) The quantity used to manufacture
the same substance in finished form, including:

A) The date and batch or other identifying
number of each manufacture;

B) The quantity used in the manufacture;
C) The finished form (e.g., ten (10) milligram
tablets or ten (10) milligram concentration per

fluid ounce or milliliter);

D) The number of units of finished form
manufactured;

E) The quantity used in quality control;

F) The quantity lost during manufacturing and
the causes therefore, if known;

G) The total quantity of the substance
contained in the finished form;

H) The theoretical and actual vields; and

I) Such other information as is necessary

to account for all controlled substances used in the
manufacturing process.

{(6) The quantity used to manufacture
other controlled and noncontrolled substances,
including the name of each substance
manufactured and the information required in
Subparagraph (5) of this paragraph;

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

(8) The quantity exported directly by
the 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 complimentary samples or
by destruction), including the date and manner of
distribution or disposal, the name, address and
registration number of the person to whom
distributed and the quantity distributed or
disposed.

(b) For each controlled substance in
finished form.

(1) The name of the substance;

(2) Each finished form (e.g., ten (10)
milligram tablet or ten (10) milligram
concentration per fluid ounce or milliliter) and the
number of units or volume of finished form in
each commercial container (e.g., one hundred
(100) tablet bottle or three (3) milliliter vial),

(3) The number of containers of each
such commercial finished form manufactured
from bulk form by the registrant, including the
information required pursuant to Subparagraph (5)
of Paragraph (a) of this section;

(4) The number of units of finished
forms and/or commercial containersreceived from
other persons, including the date of and number of
units and/or commercial containers in each receipt
and the name, address and registration number of
the person from whom the units were received;

{5) The number of units of finished
forms and/or commercial containers imported
directly by the registrant (under a registration as
an importer), including the date of and the number
of units and for commercial containers in each
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importation;

(6) The number of units and/or
commercial . containers manufactured by the
registrant from units in finished form received
from others or imported, including:

A) The date and batch or other identifying
number of each manufacture;

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

) The number of units of finished form used
in the manufacture, the number manufactured and
the number lost during manufacture, with the
causes therefore, if known; and

D) Such other information as is necessary to
account for all controlled substances used in the
manufacturing process.

(7Y The number of commercial
containers 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;

(8) The number of commercial
containers exported directly by the registrant
(under a registration as an exporter), including the
date, number of containers and export permit or
declaration number for each exportation; and

{9) The number of units of finished
forms and/or commercial containers distributed or
disposed of in any other manner by the registrant
(e.g., by distribution of complimentary samples or
by destruction), including the date and manner of
distribution or disposal, the name, address and
registration number of the person to whom
distributed and the quantity in finished form
distributed or disposed.

6.14. Records for distributors.

6.14.1 Each registered distributor shall
maintain records with the following information

for each controlled substance:
(a) The name of the substance;

(b) Each finished form (e.g., ten (10)
milligram tablet or ten (10) milligram
concentration per fluid ounce or milliliter) and the
number of units or volume of finished form in
each commercial container (e.g., one hundred
(100) tablet bottle or three (3) milliliter vial);

{¢) The number of commercial 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 commercial containers
of each such finished form imported directly by
the registrant (under a registration as an importer),
including the date of and the number of containers
in each importation,

(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;

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

(g) The number of units or volume of
finished forms and/or commercial containers
distributed or disposed of in any other manner 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 or disposed.

6.15. Records for dispensers and researchers.




6.15.1. Each person registered to dispense
or conduct research with controlled substances
and required to keep records pursuant to Section
6.3 of these rules, shall maintain records with the
following information for each controlled
substance:

{a) The name of the substance;

(b) Each finished form (e.g., ten (10)
milligram tablet or ten (10) milligram
concentration per fluid ounce or milliliter) and the
number of units or volume of finished form in
each commercial container (e.g., one hundred
(100) bottle or three (3) milliliter vial);

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

(¢) The number of units or volume of such
finished forms and/or commercial containers
disposed 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.

6.16. Records for importers.
6.16.1 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 units or
volume in finished form) imported, including the
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date, quantity (or number of units or volume) and
import permit or declaration number for each
importation;

(c) The quantity (or number of units or
volume in 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 of
each person to whom a distribution was made;

(d) The quantity disposed of in any other
manner by the registrant (except quantities used in
manufacturing by an importer under a registration
as a manufacturer, which quantities are to be
recorded pursuant to Section 7.18 (a) (4) or (b) (5)
of these rules, including the date and manner of
disposal and the quantity disposed.

6.17. Records for chemical analysis.

6.17.1. Each 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 each controlled substance:

(a) The name of the substance;

(b) The form or forms in which the
substance is received, imported or manufactured
by the registrant (e.g., powder, granulation, tablet,
capsule or solution) and the concentration of the
substance in such form (¢.g., C.P., U.S.P.,, N.F,,
ten (10} milligram tablet or ten (10} milligram
concentration per milliliter);

(c) The total number of the forms
received, imported or manufactured (e.g., one
hundred (100) tablets, thirty (30) one (1) milliliter
vial, or ten (10) grams of powder), including the
date and quantity of each receipt, importation or
manufacture and the name, address and
registration number, if any, of the person from
whom the substance was received;

{d) The quantity distributed, exported
or destroyed in any manner by the registrant
(except quantities used in chemical analysis or




other laboratory work), including the date, the
manner of distribution, exportation or destruction
and the name, address and registration number, if
any, of each person to whom the substance was
distributed or exported.

6.17.2. Order forms, import and export
permits, import invoices and export declarations
relating to controlled substances shall be
maintained separately from all other records of the
registrant.

6.17.3. Records of controlled substances
used in chemical analysis are not required.

6.17.4. Records relating to known or
suspected controlled substances received as
samples for analysis are not required under this
section,

§15-2-7. Prescriptions.

7.1. Rules governing the issuance, filling and
filing of prescriptions are set forth generally in
West Virginia Code §60A-3-308.

7.2.. Definitions.

7.2.1. As used in this Part, the following
terms shall have the meanings specified:

{a) The term "Act" means the Uniform
Controlled Substances Act (chapter sixty-a, West
Virginia Code).

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

(c) The term "Institutional Practitioner”
means a hospital or other person (other than an
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individual) licensed, registered or otherwise
permitted, by the state jurisdiction in which it
practices, to dispense a controlled substance in the
course of professional practice, but does not
include a pharmacy.

(d) The term "Pharmacist" means any
pharmacist licensed by a state to dispense
controlied substances and shall include a
pharmacist intern authorized by a state to dispense
controlled substances under the supervision of a
pharmacist licensed by such state.

(e) The term "Prescription” means an
order for medication which is dispensed to or for
an ultimate user but does not include the
immediate administration to the ultimate user.

() Any term not defined in this section
shall have the definition set forth in section one
hundred one, article one of the Act (chapter sixty-
a, West Virginia Code).

7.3.. Persons entitled to issue prescriptions.

7.3.1. A prescription for a controlled
substance may be issued only by an individual
practitioner who is authorized to prescribe
controlled substances in the jurisdiction in which
he or she practices.

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

7.4.. Purpose of issue of prescription.

7.4.1. A prescription for a controlled
substance to be effective must be issued for a
legitimate purpose by an individual practitioner
acting in the usual course of his professional
practice. The responsibility for the proper
prescribing and dispensing of controlled
substances is upon the prescribing practitioner,
but a corresponding responsibility rests with the
pharmacist who fills the prescription. An order
purporting to be a prescription issued not in the




usual course of professional treatment or in
legitimate and authorized research is not a
prescription within the meaning and intent of
section three hundred eight, article three of the
Act and the person knowingly filling such a
purported prescription, as well as the person
issuing it, shall be subject to the penalties
provided for violations of the provisions of law
relating to controlled substances.

7.4.2. A prescription may not be issued in
order for an individual practitioner to obtain
controlled substances for supplying the individual
practitioner for the purpose of general dispensing
to patients; i.e. office use.

7.4.3. A prescription may not be issued
for the dispensing of narcotic drugs listed in any
schedule to a narcotic drug dependent person for
the purpose of continuing his dependence upon
such drugs, except in the course of conducting an
authorized clinical investigation in the
development of a narcotic addict rehabilitation
program.

7.5. Manner of issuance of prescriptions.

7.5.1. All prescriptions for controlled
substances shall be dated as of, and signed on, the
day when issued and shall bear the full name and
address of the patient, and name, address and
registration number of the practitioner. A
practitioner 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, prescriptions
shall be written with ink or indelible pencil or a
typewriter and shall be manually signed by the
practitioner. The prescriptions may be prepared
by a secretary or agent for the signature of a
practitioner, but the prescribing practitioner is
responsible in case the prescription does not
conform in all essential respects to the law and
regulations. A corresponding liability rests upon
the pharmacist who fills a prescription not
prepared in the form prescribed in these
regulations.

7.6. of substance

Form controlled
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prescription,

7.6.1.. Each controlled substance
prescription shall be written on a separate blank
and no non-controiled substance can be ordered
on a blank with a controlled substance; provided
that this rule does not apply to prescriptions
written for patients of an institutional facility.
“Institutional facility”™ means any organization
whose primary purpose is to provide a physical
environment for patients to obtain health care
services, including but not limited to a hospital,
convalescent home, nursing home, extended care
facility, mental health facility, rehabilitation
center, psychiatric center, developmental
disability center, drug abuse treatment center,
family planning clinic, penal institution, hospice,
public health facility, or athletic facility. No more
than one controlled substance can be written per
prescription blank. A controlled substance
prescription issued by a practitioner located
outside the state of West Virginia that does not
comply with this section may be accepted by the
pharmacist if it is issued pursuant to the laws in
the state in which the practitioner resides.

7.6.2. If a pharmacist receives a
prescription with more then one controlled
substance on the blank or a non-controlled
substance on a blank with a controlled substance,
then the pharmacist shall refuse to fill the
prescription; Provided, that if the pharmacist in
his or her professional judgement determines the
immediate necessity for the patient to receive their
medication, then the prescriptions may be
dispensed and the pharmacist must document in a
log the prescription numbers and drugs dispensed.
This log must be kept in the pharmacy and be
available for inspection. The pharmacist shall
contact the prescriber as soon as possible to
inform them that the prescription was not written
according this rule. If the pharmacist continues to
receive prescriptions from the same practitioner
that do not comply with this rule, then the
pharmacist shall inform the West Virginia Board
of Pharmacy.

7.6.3. .Every controlled substance
prescription shall have the name of the




practitioner stamped, typed, or printed legibly on
the face of the prescription, as well as the
signature of the practitioner. Institutional
prescription blanks shall include the DEA number
of the hospital or other institution and the special
internal code number (suffix) assigned to him or
her by the hospital or other institution, in lieu of
the individual DEA number of the practitioner. If
multiple practitioners are listed on a prescription
blank, then the specific name of the prescriber
must be clearly distinguished upon the
prescription. If a pharmacist receives a
prescription that does not comply with this
section, then the pharmacist shall refuse to fill the
prescription; Provided, that if the pharmacist in
his or her professional judgement determines the
immediate necessity for the patient to receive their
medication, then the prescriptions may be
dispensed and the pharmacist must document in a
log the date, patient name, practitioner name,
prescription numbers, and drugs dispensed. This
log must be kept in the pharmacy and be available
for inspection. The pharmacist shall contact the
prescriber as soon as possible to inform them that
the prescription was not written according this
rule. If the pharmacist continues to receive
prescriptions from the same practitioner that do
not comply with this rule, then the pharmacist
shall inform the West Virginia Board of
Pharmacy.

7.7. Persons entitled to fill prescriptions.

7.7.1. A prescription for controlled
substances may only be filled by a pharmacist
acting in the usual course of his professional
practice and either registered individually or
employed in a registered pharmacy or registered
institutional practitioner (e.g., a hospital, nursing
home, home for the aged, clinic, orphanage,
governmental agency or institution or other place
of similar character which dispenses controlled
substances).

7.8.  Dispensing of narcotic drugs for
maintenance purposes.

7.8.1  The administering or dispensing
directly (but not prescribing) of narcotic drugs
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listed in any schedule to a narcotic drug dependent
person for “detoxification treatment” or
“maintenance treatment” shall be deemed to be
within the meaning of the term "in the course of
his professional practice or research.": Provided,
that the practitioner is separately registered with
the U.S. Attorney General as required by section
303(g) of the federal Controlled Substances Act
(21 U.S.C. 823(g)) and then thereafter complies
with the regulatory standards imposed relative to
treatment qualification, security, records and
unsupervised use of drugs pursuant to the Act.

7.8.2  Nothing in this section shall
I prohibit a physician who is not specifically
registered to conduct a narcotic treatment program
from administering (but not prescribing) narcotic
drugs to a person for the purpose of relieving
acute withdrawal symptoms when necessary while
arrangements are being made for referral for
treatment. Not more than one day’s medication
may be administered to the person or for the
person’s use at one time. Such emergency
treatment may be carried out for not more than
three days and may not be renewed or extended.

7.8.3  This section is not intended to
impose any limitations on a physician or
authorized hospital staff to administer or dispense
narcotic drugs in a hospital to maintain or detoxify
a person as an incidental adjunct to medical or
surgical treatment of conditions other than
addiction, or to administer or dispense narcotic
drugs to persons with intractable pain in which no
relief or cure is possible or none has been found
after reasonable efforts.

7.9. Controlled substances listed in Schedule
.

7.9.1.. Requirement of prescription.

(a) A pharmacist may dispense a
controlled substance listed in Schedule Ii, which
is a prescription drug as determined under the
Federal Food, Drug and Cosmetic Act, only
pursuant to a written prescription signed by the
prescribing individual practitioner, except as
provided in Rule 7.9.2 of this section. A



contiems to the pharmacist that he or she still
wants the prescription tilled and the pharmacist
documents upon the prescription that such
confirmation was obtained.

() An individual practitioner may
administer or dispense a controlled substance
listed in Schedule II in the course of his
professional practice without 2 prescription,
subject to Section 9.8 of these rules.

(c) An institutional practitioner may
administer or dispense directly (but not prescribe)
a controtled substance listed in Schedule il only
pursuant to a written prescription signed by the
prescribing individual practitioner or to an order
for medication made by an individual practitioner
which is dispensed for immediate administration
to the ultimate user.

7.9.2. In the case of an emergency
situation, a prescription for a Schedule Il
controlled substance may be communicated by the
practitioner orally or by way of electronic
transmission, provided that if the prescribing
practitioner is not known to the pharmacist, he or
she shall make a reasonable effort to determine
that the oral authorization came from a registered
practitioner, which may include a callback to the
practitioner using the practitioner’s phone number
as listed in the telephone directory and other good
faith efforts to insure his identity; and:

a. the quantity prescribed and
dispensed is limited to the amount adequate to
treat the patient during the emergency period
(dispensing beyond the emergency period mustbe
pursuant to a written prescription signed by the
prescribing practitioner);

b. the orally communicated
prescription is immediately reduced to writing by
the pharmacist, or, if necessary, the prescription
communicated by way of electronic transmission
is immediately reduced to a hard copy;

c. within seven (7) davs after
authorizing an emergency oral prescription, the
practitioner has a written prescription for the
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emergency quantity prescribed delivered o the
dispensing pharmacist.  The preseription shall
have written on its face “Authorization for
Emergency Dispensing™ and the date of the oraily
or electronically transmitted prescription. The
written prescription may be delivered to the
pharmacist in person or by mail, but if delivered
by mail, it must be postmarked within the seven
(7) day period. Upon receipt, the dispensing
pharmacist shall attach this written prescription to
the emergency oral prescription which had eartier
been reduced to writing or to the hard copy of the
electronically transmitted prescription.  The
pharmacist shali notify the nearest office of the
U.S. Drug Enforcement Administration and the
West Virginia Board of Pharmacy if the
prescribing practitioner fails to deliver a written
prescription.

7.10.. Refilling Schedule II prescriptions.
7.10.1 The refilling of a prescription for
a controlled substance listed in Schedule I is

prohibited.

7.11.
prescriptions.

Partial filling of Schedule I

7.11.1.  The partial filling of a
prescription for a controlled substance listed in
Schedule T is permissible, if the pharmacist is
unable to supply the full quantity called for in a
written or emergency oral prescription and he
makes a notation of the quantity supplied on the
face of the written prescription (or written record
of the emergency oral prescription). The
remaining portion of the prescription may be
filled within seventy-two (72) hours of the first
partial filling, however, if the remaining portion is
notor cannot be fiiled within the seventy-two (72)
hour period, the pharmacist shall so notify
prescribing individual practitioner. No further
quantity may be supplied beyond seventy-two (72)
hours without a new prescription.

7.12.. Labeling of Schedule I prescriptions.

7.12.1. The pharmacist filling a written or
emergency oral prescription for a controlled




substance listed in Schedule 1 shall affix to the
package a label showing date of filling, the
pharmacy name and address, the seriai number of
the prescription, the name of the patient, the name
of the prescribing practitioner and directions for
use and cautionary statements, if any, contained in
such prescription or required by law.

7.13.. Filing of prescriptions.

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

7.14..  Controlled substances listed in
Schedules Il , [V, and V.

7.14.1.. Requirement of prescription.

(3) A pharmacist may dispense a
controlled substance listed in Schedule ITf, IV, or
V, which is a prescription drug as determined
under the Federa! Food, Drug and Cosmetic Act,
only pursuant to either a written prescription
signed by a prescribing individual practitioner
and/or an oral prescription made by a prescribing
individual practitioner and promptly reduced to
writing by the pharmacist containing all
information required in these rules, except for the
signature of the prescribing individual
practitioner,

(b) An individual practitioner may
administer or dispense a controlied substance
listed in Schedule III, 1V, or V in the course of his
professicnal practice without a prescription,
subject to the provisions of Section 7.8 of these
rules.

() An institutional practitioner, as
described in Section 7.2 of these rules, may
administer or dispense directly (but not prescribe)
a controlled substance listed in Schedules III, [V,
or V pursuant to a written prescription signed by
a prescribing individual practitioner, or pursuant
to an oral prescription made by a prescribing
individual practitioner and promptly reduced to
writing by the pharmacist (containing  all
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intormation required in Section 7.3 of these rules,
except for the signature of the prescribing
individual practitioner). or pursuant to an order
for medication made by an individual practitioner
which is dispensed for immediate administration
to the uitimate user, subject to Section 7.8 of these
rules.

7.15.  Refilling of Schedule {lI or IV
prescriptions.

7.15.1. No prescription for a controlled
substance listed in Schedule IIi or IV shall be
filled or refilled more than six (6) months after the
date on which such prescription was issued and no
such prescription authorized to be refilled may be
refilled more than five (5) times. Each refilling of
a prescription shall be entered 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 amount dispensed.
If the pharmacist merely initials and dates the
back of the prescription, he shall be deemed to
have dispensed a refill for the full face amount of
the prescription.  Additional quantities of
controlled substances listed in Schedule I or IV
may only be authorized by a prescribing
practitioner through issuance of a new
prescription as provided in Section 7.14 of these
rules, which shall be a new and separate
prescription. The number of partial fills may be
more than five times as long as the total quantity
prescribed is not exceeded. g

7.16.  Partial Filling of Schedule III, IV, or
V prescriptions.
7.16.1. The partial filling of a

prescription for a controlled substance listed in
Schedule III, IV, or V is permissible provided
that:

{a) Each partial filling is recorded in the
same manner as a refilling,

(b) The total quantity dispensed in all
partial fillings does not exceed the total quantity
prescribed, and

{¢) No dispensing vccurs after 6 months




atter the date on which the prescription was
issued.

7.17.. Labeling of Schedule llI, IV, or V
prescriptions.

7.17.1. The phamacist filling a
prescription for a controlled substance listed in
Schedule 11, 1V, or V shall affix to the package a
label showing the pharmacy name and address, the
serial number and date of initia! filling the name
of the patient, the name of the practitioner issuing
the prescription, and directions for use and
cautionary statements, if any, contained in such
prescription as required by law.

7.18.. Filing of Schedule Iil, IV, or V
prescriptions.

7.18.1. All prescriptions for controlled
substances listed in Schedules I, IV, or V shall
be kept in accordance with Section 6.3.4 of this
rule.

7.19.. Dispensing without prescription.

7.19.1. A controlled substance listed in
Schedules II, II[, IV, or V which is not a
prescription drug as determined by the Federal
Food, Drug, and Cosmetic Act, may be dispensed
by a pharmacist without a prescription to a
purchaser at retail: Provided, That

(a) Such dispensing is made only by a
pharmacist and not by a nonpharmacist empioyee
even if under the direct supervision of a
pharmacist (although after the pharmacist has
fulfilled his professional and legal responsibilities
set forth in this section, the actual cash, credit
transaction or delivery, may be completed by a
nonpharmacist),

(b) Not more than 240 cc. (8 ounces) of
any such controliled substance containing opium,
nor more than (20 ¢c. (4 ounces) of any other
such controlied substance mor more than 48
dosage units of any such controlled substance
containing opium, nor more than 24 dosage units
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of any other such controlled substance may be
dispensed at retail to the same purchaser in any
given forty eight (48) hour period;

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

(d) The pharmacist requires every
purchaser of a controlled substance under this
section not known to him to fumish suitable
identification (including proof of age where
appropriate);

(e) A bound record book for distributions
of controlled substances under this section (other
than by prescription) is maintained by the
pharmacist, which book shall contain the name
and address of the purchaser, the name and
quantity of controlied substance purchased, the
date of each purchase and the name or initials of
the pharmacist who dispensed the substance to the
purchaser (the book shall be maintained in
accordance with the record keeping requirement
of Section 7.5 of these rules); and

(f) A prescription is not required for
distribution or dispensing of the substance
pursuant to any other federal, state or local law.

§15-2-8. Miscellaneous.

8.1. Distribution upon discontinuance or
transfer of business.

8.1.1. Any registrant desiring to
discontinue or transfer business activities
altogether or with respect to controlled substances
shall notify the Board of Pharmacy immediately
and on such notification shall submit a2 complete
and detailed closing inventory of all controlled
substances in the registrant's possession.

8.2. Disposal of controlled substances.
8.2.1. Compliance with federal law and

reguiations shall be deemed in compliance with
this section. A registrant shall document the




altogether or with respect to controlled substances
shall notify the Board of Pharmacy immediately
and on such notification shall submit a complete
and detailed closing inventory of all controlled
substances in the registrant's possession.

8.2. Disposal of controlled substances.

8.2.1. Compliance with federal law and
regulations shall be deemed in compliance with
this section. A registrant shall document the
destruction or disposal of all controlled substances
on the appropriate form approved by the Board.
The disposal of excessive amounts of residual and
wasted controlled substances accrued by
extemporaneous compounding in an institutional
setting may be completed by two (2) registered or
licensed health care professionals with a record of
the destruction indicating the two witnesses with
their signatures.

8.3. Reporting theft of drugs.

8.3.1. In the event of any controlled
substances being stolen, it shall be the duty of the
registrant to immediately submit a report of drug
theft with the Board of Pharmacy.

8.4 Ordering of Controlled Substances.

8.4.1. Anorder form ( DEA Form 222) is
required for each transfer of a Schedule II
controlled substance to another registrant without
a prescription.

8.4.2. A pharmacist shall verify the
receipt within the pharmacy of all controlled
substances listed in Schedule II-V by reviewing
and countersigning the invoices or packing
documents.
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WRITTEN PUBLIC COMMENTS RECEIVED WITH
AGENCY’S RESPONSE
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Board r;f ]ﬁharmarg

®ffice
Phone (304) 558-0558 232 Qapitol Btrest
Fax (304) 5580572 Ghucleston, West Birginiz 253M
August 10, 2000
John Mark Ellison
HC 76 Box 6
Nimitz, WV 25978
Dear Mr. Ellison :
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule I controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. ‘The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concems that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like *1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
g0 ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

William T. Douglass, Jr.
Executive Director and
General Counsel




West Virginia Board of Pharmacy
Charleston, WV 25301

35 Willingham Rd. -
Charles Town, WV. 25414
July 11,2000

Dear Board Members,

[ am writing in regard to the proposed changes in the regulations conceming controlled
substances. I serve as Consultant Pharmacist for our local Hospice organization. We are
currently able to partially fill prescriptions for schedule II narcotics for a period of sixty
days for our Hospice patients. The proposed changes include a provision for limiting the
dispensing time for schedule I prescriptions to 30 days after date of prescribing. It would
be in keeping with Hospice/Long-Term care procedures to extend this time period to
sixty days or to make an exception for these patients- as long as the condition for which
the prescription was written still applied.

I think requiring physicians to write one drug per prescription blank is long overdue.
This change will greatly facilitate filing prescriptions properly.

One of our greatest challenges has been to decipher physician signatures, especially for
controlled drug prescriptions. I am glad that the Board is addressing this issue. What
provisions will be made to educate the prescribers if and when these changes are made?
This problem occurs most frequently in large, teaching facilities where it is difficult to
track down the unit from which the prescription originated and then the actual prescriber.
Perhaps we could suggest a sample prescription blank for these institutions to use that
would comply with regulations and facilitate dispensing for out-of-town pharmacies.

Thank you for consideration of my comments,

Regards,
CHnse D Brderd 2.1

Linda D. Bowers, R.Ph.
Jefferson Pharmacy
304-725-6533




®Bffice

Phune (384) 558-0558 232 Qnpitol Street
Fax (304) 558-0572 @hacleston, Mest Birginia 25301

August 10, 2000

Linda D. Bowers
35 Willingham Road
Charles Town, WV 25414

Dear Ms. Bowers :

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concem but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this,

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act. ‘

Sincerely,

AN

Wiiliam T. Douglass, Jr.
Executive Director and
General Counsel
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MEDICAL CENTER PHARMACY
Allied Health Services

Memorandum

To:  Mr. Willism T. Douglass, Jr.

From: Keapeth A Ferretti, PharmD, RFh
Date:  07/17/00Q

Re: Proposed rulss ~ C Subswances

Mr. Douglass,

1 am {he Director of Ambulatory Phacmacy Services at West Virginia University Hospltals Thave
only two commenis re: the proposed regulations dealing with conmroficd substances.

1 Wehavemuymwmdomphumcyandhavetwoeabmmmrcm Our pharnacy is
withinﬁn?hysicianOﬁceCenMWiﬂlumamﬂIameoﬂhebtﬂlding The pharmacy is
WW&MM(MMWMWWWWW}M&
{s also undar camera surveiltance. Furthermors, the cabinets have separate locks with a scparats
alarm, which has to be deactivated. Consequently, | am asking for 2 variance from the oew
wgﬁﬁﬂﬂﬂw&%mmﬂﬁﬂubﬂuﬂwmh@ﬂem}hmhwmﬂmmmmeannhc
intent and spirit of the taw.

2. Asrowdspoimms(RxsﬁuCHsgoodforSOdws)w}dhhuﬂcmndtheneedtoﬁmh
the window that a CT is valid there are many of our Pain Clinic patiesits that only need to be seen
every 60 to 90 days. fn that case the MD writes "D not fill before July 18 (for example)” and
this Joseps the patient on schedule, They will oftens give them Rxs for 3 months at a time. I know
Mmmdﬁsdmdymﬁmmmmmmmﬁ@mmmmw
mmmuwmwmwmmmmbmmmmﬂmm
an alreadty packed MD sohodule. 1 would suggest that Rxs be valid for 90 ~100 days from date -
ofissuamlwlpbmhMDsmdpaﬁeanhilesdnmmplishhgywdcsimdgoalefcloﬁngme
oper-ended nature of currcat ClI Ruxs,

Thank you for considering my input and kecp up the fine work you do with tha Board.

; Smdiumbrﬁ% + PO Bux 732 » h'lorgzuwcwn.- WV 26307.0782 « Telenhone (304) €9%-4848 + Fax (30-4) 5984349




Fhone (304) 558-0558
Jax (304) 538-0572

Board nf lﬂhm‘mm!ﬁ! ot

232 Qapital Street
@harleston, Mest ﬁitgiuiu 25111

August 10, 2000

Kenneth A. Ferretti

1 Stadium Drive

P.O. Box 782

Morgantown, WV 26507-0782

Dear Mr. Ferretti :

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. 10 indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.



Some people stated their concems about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

You asked for a variance from the regulation about the required controlled substance
security but such a request is premature until the regulation would actually pass the legislature -
and become effective. The Board appreciates your input and attempted to take into consideration
all points of view to come up with regulations that meet the Board’s duty to protect the public
and enforce the controlled substances act.

Sincerely,

VAN )970 -
William T. Douglass, Jr.

Executive Director and
General Counsel




Memorandum §

-
To. William T. Douglas Jr., Execulive Director, WV Board ol Fhiarmacy

From: Virginia R. Blosser, RPh #4697 PIC IEDU’W)_‘J .
= A /t
Plateau Medical Center
430 Main Street
Qak Hill, WV 25901
304-465-1782
Re: Notice of Proposed Rules, Controlied Substances

Date: July 26, 2000

[ am currently PIC in a hospital pharmacy that does not do any outpatient dispensing.
However. my question is how these proposed amendments will effect how a physician
writes C2 medication orders in the hospital/Operating room setting,

Amendment #3-In the hospital setting multiple drugs are written on the physician order
form and in the hospital seiting this is what pharmacy uses to fill medication orders for
the patient in essence it is our prescription. Ifeel that it would cause many problems
effecting patient care if the C2 drug order had to be written on a separate order sheet.

Amendment #4-Current hospital procedure does not require the practitioner to stamp,
type or print legibly when ordering a medication. In general, they sign their name in
cursive. Does this regulation apply to hospital C2 medications? We also have verbal or
telephone orders wriitsn and you would also have the nursing or pharmacist signature on
the order in addition to the physician.

Amendment #6-In the hospital or Skilled nursing facility setting, [ am assuming thata C2
medication order must be reorderad at least every 30 days or does this amendment only
effoct gutpatient written prescriptions?

In the hospital setting, the original physician order sieei 13 kept in iie patieni’s chart

Our pharmacy is computerized and we also hava Dyis, we currantly keep all Pyxis
narcotic transactions and we print 2 monthly narcotic transaction report. Is this sutfictent
to meet controlled substance requirements in the hospital setiing? We currently shred our
copy of the patient’s pliysician order shest when we nave put the orders into thz computer
and if any question comes up we go to the patient’s chart tc ra2vizw the orders or
medication administration record.




Board of Pharmarcy

®ffice
558-8558 232 Gapitol Street
;E:?;é:;l?iﬂ-ﬁ?: @harteston, Mest Hirginia 25301
August 10, 2000
Virginia Blosser
Plateau Medical Center
430 Main Street
Oak Hill, WV 25901
Dear Ms. Blosser :
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

M(IA"K-'D—%[L,

William T. Douglass, Jr.
Executive Director and
General Counsel




%\\";' Home Care Pharmacy, Inc.

S~ 4200 Frrst Avenue
3 Suite 200
Nitro. Weast Virginia 25143
304-755-8480
800-847-2649

West Virginia Board of Pharmacy 9. ?,QQQ s
William T. Douglass, Jr., Executive Director , NG - e
232 Capital Street o
Charleston, WV 25301 a e

This letter is in response to your bulletin from July, 2000 concerning new legislative rules.

Home Care Pharmacy is more of an institutional pharmacy serving long-term care, personal care and MR |
communities. We would like to voice our comments and concerns as follows:

Proposed Rule #2

We currently have a metal cabinet in which all Schedule II medications are stored. (Checking onthe - |
gauge) In addition to this, the cabinet is locked in a room with a regular and dead-bolt lock. We are open .
for inspection and possibly an exemptwn from the 20 gauge requirement, if possible.

Proposed Rule #3 & #4

We receive about 90-95% of our orders by fax, usually multiple orders on each page. - We also receive
hospital discharge summaries in many cases and, these too, have multiple orders including controlied - -
substances. We see no possnble way to comply with these rules since our orders comeé from hospltals ‘and -
nursing homes. We are open for suggestion. We currently make a copy of all controlled substance items

on these pages since all our controlled substances are stored and filled in a separate room. These orders-

are also filed separately for easy inspection.

We make every effort to comply with the regulations and do everything possible to prevent diversion. Our
drivers sign out for each controlled substance they are delivering and are responsible to return a signed
delivery receipt to the pharmacy. We will work with the board in any way possible, but we believe that o
the proposed legislation is geared more to retail than the institutional pharmacy o

Thank you for your attention to our responses to the new legislative rules. I can be contacted at (304)
755-8460.

Cordially,

-

John J. Stock
Group Director of WV

An Omnicare Company




®ffice
232 apital Street
Chueleston, Mest Birginia 25301

Flyone (304) 558.0558
fax (304) 3580572

August 10, 2000

John Stock

4200 First Avenue
Suite 200

Nitro, WV 25143

Dear Mr. Stock :

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concemns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to retuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

You asked for a variance from the regulation about the required controlled substance
security but such a request is premature until the regulation would actually pass the legislature
and become effective. The Board appreciates your input and attempted to take into consideration
all points of view to come up with regulations that meet the Board’s duty to protect the public
and enforce the controlled substances act.

Sincerely,

At §-Set ]

Wililiam T. Douglass, Jr.
Executive Director and
General Counsel



NACDS

National Association of Chain Drug Stores

MEMORANDUM

August 3, 2000

TO: The West Virginia Board of Pharmacy

FROM: Diane Darvey, Pharm.D., JD

SUBJECT: West Virginia Controlled Substances Act Revisions
DISCUSSION: On behalf of our members operating in West Virginia, the National

Association of Chain Drug Stores (NACDS) appreciates the

opportunity to provide comments on the following Board proposed
rule changes.

Rule 7.6.2 would require that pharmacists refuse to fill prescriptions:
+ With more than one controlled substance on the blank
¢+ With a non-controlled substance on a blank with a controlled
substance
¢ Unless the pharmacist determines with his or her professional

judgment that the immediate necessity for the patient to receive
their medication

Rule 7.6.3 would require the pharmacist to refuse to fill prescriptions

that do not meet the following requirements.

¢ Every controlled substance prescription to have the name of the
practitioner stamped, typed, or printed legibly on the face of the
prescription

¢ Institutional prescription blanks to include the DEA number of
the hospital or institution and the internal code number assigned
by the hospital or institution (in lieu of the individual DEA
number of the practitioner), and

+ that the specific name of the prescriber be clearly distinguished
on the prescription if multiple practitioners are listed on a
prescription blank

¢ Unless the pharmacist determines in his or her professional
judgment the immediate necessity for the patient to receive their
medication and the pharmacist documents in a log the date,
patient name, practitioner name, prescription numbers, and drugs
dispensed.

¢ It the pharmacist continues to receive prescriptions from the same
practitioner that do not comply with this rule, the pharmacist must
inform the West Virginia Board of Pharmacy.




COMMENTS:

NACDS believes that these proposed regulations are problematic tor a

number of reasons, and that other approaches would provide better

solutions.

¢ These regulations torce the pharmacist into the role of policing
physicians on technicalities such as the number of prescriptions on a
blank and what is required to be stamped on a prescription blank. . and
mandate that the pharmacist refuse to fill prescriptions lacking such
technicalities unless there is an emergency.

¢ The patient would suffer unnecessary delays in obtaining their
prescriptions. The pharmacist would either be forced to send the
patient back to the physician to get another prescription or
prescriptions or the patient would have to wait or return to the
pharmacy at another time while the pharmacist contacts the physician
to change the prescriptions. '

# The regulations require the pharmacist to tell the physician that they
have not complied with these Board of Pharmacy regulation when it
should be the applicable medical licensing board’s role to do so. The
potential for detrimental effects on pharmacist-physician relationships
exists.

¢ The time spent by pharmacists on the activities required by these
proposed regulations would take valuable time away from duties such
as patient counseling and pharmaceutical care. In this time of
increasing prescriptions, workload and pharmacist shortages, NACDS
believes that means other than these regulations should be explored
and used.

NACDS recommends that a preferable solution is for the Board to work
with the applicable medical licensing boards to apprise them of the
problems the Board is seeking to cure and solicit their assistance. The
applicable medical Boards are the proper regulatory bodies to inform
prescribers of the problems and enforce compliance with regulations.




Board of Pharmarcy o

Phone (304) 558-0558 232 Qapito] Street
Fux (304) 558-0572 @harleston, West Hirginia 25301

August 10, 2000

Diane Darvey

National Association of Chain Drug Stores
413 North Lee Street

P.O. Box 1417-D49

Alexandria, VA 22313-1480

Dear Ms, Darvey :

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule Il controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
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prescription like =1 of 2", “2 of 2", ete. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely, _
%\/d/l’ S L-Q):vl L

William T. Douglass, Jr.
Executive Director and
General Counsel
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MEMORANDUM FOR: West Virginia Board of Pharmacy ; 232 Capitol Street,
Charleston, West Virginia, 25301

SUBJECT: Proposed Legislative Rules

1. Several of the proposed legislative mile changes are of concern to me and could have a
major impact on the practice of pharmacy in the state. I feel that in particular southern West
Virginia there is currently a problem with abuse and diversion of controlled substances. The
proposed rule changes could potentially compound the problem and forces pharmacists into
the role of monitoring/policing physician prescription writing practices.

_ . 2. The proposed rule change requiring controlied substance prescriptions be on a

separate prescription form and only one controlled substance per prescription for would
compound the existing problem in southern West Virginia via the only prescription
presented to the pharmacy would be the one for the controlled substance. On several
occasions { have had patients bring in prescriptions for an antibiotic and a controlied
substance to treat an abscessed tooth and the only medication they want is the controlled
substance. There are several physicians in my area the writing for controlled substances and
other medications with guidance to the pharmacist that the pharmacist to fil} all medications
or none unless an exception to policy is granted by the physician or his agent. The proposed
rule change could put me in a position of potentially filling a prescription without the
authorization of the physician if the only prescriptions that are presented for filling are the
controlled substance prescriptions and increase the potential for diversion of controlled
substances.

3. The rule requiring physicians to have their name stamped, typed, or printed legibly on
the face of the prescription will not work. It is impossible to get the physicians to put their
DEA number on the prescription the majority of the time. The pharmacist is responsible and
held accountably to insure the DEA number is on the prescription along with the address of
the patient are on a controlled substance prescription so a lot of pharmacists have to fill in
the information so they will not be in violation of the law. This will only serve to increase
the amount of information the pharmacist has to add to the prescription.

4. The rule requiring pharmacists to refuse to fill a prescription that does not comply with
the rules only serves to punish the patient and the pharmacist for laziness on behalf of the
physician. The patient is inconvenienced by being forced to return the prescription to the
physician or the pharmacist for having to fill out the information for the physician. If the
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pharmacist refuses to fiil the prescription he or she opens themselves up to verbal abuse by
the patient and if they work for a chain pharmacy to complaints to their corporate
headquarters particularly if this occurred after the physicians regular office hours. The end
result could also be loss of business for any pharmacy abiding by the rules. I know it would
have an impact on my business because [ abide the rules. The requirement to contact the
physician would require an audit trail verifying the pharmacist did in fact contact the
physician. I have called physicians regarding the absence of their printed name or DEA
number on a schedule II prescription to verify if I have guessed correctly as to who wrote
the prescription and remind them of their legal requirements and they do not care or are rude
in their response. The requirement to contact the Board of Pharmacy is appropriate and
prudent but only would have an impact on pharmacists. If the Board of Pharmacy had the
ability to fine a physician for prescription violations then the legislative rule would have
some impact on the prescribing physician. Though the Board of Pharmacy has a good track

_record of overseeing the practice of pharmacy in the state, I feel considering the current S
situation regarding controlled substances in southern West Virginia the Board of Medicine
may not hold a similar view. This legislative rule would increase the work load of
pharmacists and the Board of Pharmacy inspectors with no impact on non compliant
physicians. The majority of the physicians in my area of the state are highly competent
professionals and would try to comply with the new rules but some would be non compliant.
The only ones that could be held accountable and punishable would be pharmacists, I feel
the main reason Pharmacy is the most trusted profession is that it is the most regulated
profession. At times, that is not necessarily a bad thing.

5. Thank you for the opportunity to add my input to the proposed legislative rules. If you
have any questions of me feel free to call me at 304-589-3315.

L

521 Jesse James Drive
Rock, WV 24747
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Board mif Pharmacy

Bffice

Phone (304) 558.0558 232 Qapitol Street
Fax (304) 538.0572 @harlestan, Mest Birginia 25301

August 10, 2000

James Bellamy

521 Jesse James Drive

Rock, WV 24747

Dear Mr. Bellamy :

The Board reviewed your written comments on the proposed new legislative rules

regarding controlled substances at its meeting on August 7, 2000. Based upon comments

received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was

changed from 30 days to 90 days from the date issued.

ro

The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
ete.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

aidh §- Ot

William T. Douglass, Jr.
Executive Director and
General Counsel




Raleigh Psychiatric Services, Inc.

P.O. Box 1025
Beckley, West Virginia 25802

M. KHALID HASAN, M.D., EAPA. Phone 252-8409 John H. Johnson, Jr. M.S.W., B.C.D., C.A.C.
M.R.C. Psych. (UK), ER.C.P. (C) Fax 252-0022 Licensed Independent Clinical Social Worker
Diplomate American Board of Psychiatry & Neurology -~ Dreama G. Baker, M.A.

Fellow, American Psychiatric Association Licensed Psychologisy

Diplomate, Geriatric Psychiatry Roger P. Maoney, M.A., Ed. D, N.C.C,, L.P.C.
Diplomate, Addiction Psychiatry : ' Licensed Psychologixt

Diplomate, Managed Care S Debra R. Mooney, M.S.N,, RN, CS.
Diplomate, Forensic Psychiatry N Certified Family Nurse Practitioner

N\}G -2 Francie PiAnderson, M.A, L.P.C.

" Licensed Professional Counselor

NADEEM AHMED, M.D. :
Psychiatrist ' S

July 31, 2000

WYV Board of Pharmacy
232 Capitol Street
Charleston, West Virginia 25301

RE: Proposed Pharmacy Changes:
Dear Sirs:

This letter is concerning the proposed pharmacy changes with the comment period of
July 2000. The Board Review, Volume 1, No. 1 July 2000, listed several proposed
changes. The one that 1s most disturbing and not practical or acceptable is No. 3, in
which each controlled substance must be written on a separate blank and no non-
controlled substance can be ordered on a blank with a controlled substance. The reasons
I am protesting are as follows:

1. Compliance will become a real issue, as patients with a controlled substance and
antidepressant will only get the controlled substance filled and not the antidepressant;
and neither the pharmacist nor I will be aware whether it has been filled or not. This
has been our experience with patients with substance abuse.

2. This will be an enormous waste of resources and time when two or three substances
can be written on the same prescription. At the same time the clients can be
monitored.




[ feel this is a poor choice of dealing with prescriptions and would ask that this not be
enacted. Thank you.

Sincerely,

/ KL

M. Khalid H MD_F APA. Nadeem Ahmed, M.D.
Diplomate,

American Board of Psychiatry and Neurology

odfno—

Debra R. Mooney, MSN, RN, CS
Certified Family Nurse Practitioner
Certified Clinical Nurse Specialist

MKH:TETCO1




Board of Pharmarcy

®ffice
Phone (384) 558.0558 232 Qapital Street
Faux (304) 558.0572 @harleston, West Birginia 25301
August 10, 2000
M. Khalid Hasan, M.D.
Raleigh Psychiatric Services, Inc.
P.O. Box 1025
Beckley, WV 25802
Dear Dr. Hasan :
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concemn but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upen the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

il S 15,7

William T. Douglass, Jr.
Executive Director and
General Counsel




STATE OF WEST VIRGINIA
DEPARTMENT OF HEALTH AND HUMAN RESOURCES

Cecll H, Undarwood Bureau for Medical Services Joan E. Ohl
Governor Policy Units Secretary
350 Capitol Street, Room 251
Charleston, Wast Virginia 28301-3707
Telephone: (304) 558-1753 - Fax: (304) 558-1542

August 4, 2000

William T. Douglas, Jr.

Executive Director and General Counsel
West Virginia State Board of Pharmacy
232 Capitol Street

Charleston, West Virginia 25301

Dear Mr. Douglas:

This letter responds to the proposed Rules and Regulations of the Board of Pharmacy
for the Uniform Controlled Substances Act.

As Pharmacy Coordinator for the State of West Virginia’s Medicaid agency, I would
like to recommend that prescribers be required to supply diagnosis or diagnosis code
information on all controlled substance prescriptions. Because federal statute requires
pharmacists to offer counseling to Medicaid patients concerning the proper use of
medications, and pharmacists are often required to supply diagnosis information for prior
authorization purposes, it is imperative that pharmacists have this information available to
them. Knowing the intended use for prescribed medications will decrease calls to physicians’
offices and give pharmacists valuable information to more effectively offer their services to
improve patient outcomes.

Thank you for the opportunity to comment on the proposed regulations. Please let
me know if you have any questions or if I can be of any help to the Board.

Sincerely,

@é% A

Peggy A. King, R.Ph.
Pharmacy Coordinator




Bffice
232 Qapital Stceet

Phone (304} 5580558 @haclestan, Mest Birginia 25301

Xax (304) 5580572

August 10, 2000

Peggy King, Pharmacy Coordinator
Bureau for Medical Services Policy Units
350 Capitol Street, Room 251
Charleston, WV 25301-3707

Dear Peggy :

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlied substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

The Board agreed with your suggestion that it would be quite beneficial to require the
diagnosis or diagnosis codes upon controlled substance prescriptions. However, the Board felt
that this requirement should be sought through a separate statutory change so as not to jeopardize
this set of regulations due to the expected opposition by the medical community to such a
change.

T e o o
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Some people stated their concerns that the requirement of separate blanks tor each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

%\/M K ' E/a-‘,--’f [~

William T. Douglass, Jr.
Executive Director and

General Counsel




Date:  August 4, 2600
To: WYV Board of Pharmacy

From: Stephen Small, RPh, MS
1006 Brettwald Drive
Morgantown, WV 26508

RE: Comments on Proposed Uniform Controlied Substances Act
To Whom It May Concern:

Section 7.5.1. Line 10-11. “Electronic Printer” should be added to the section which
states how a prescription can be written,

Section 7.6.3

As we know the Board of Pharmacy's purpose is to protect the public. There: re
I would like to request that the proposed legislation be amended to add the requireme:i.
that the diagnosis for the use of the medication be stated on the face of the preseriptic .
This could be done either in script or by using an approved code for the disease state.

In Scction 7.4.1 it is stated that the dispensing pharmacist holds a correspondi g
responsibility for the proper prescribing and dispensing of controlled substances. My
question of this Jaw is: How can the pharmacist be held legally responsible for the
proper prescribing without knowing for what purpose the prescriber is using the
medication?

As you also know, 3 professional role of a pharmacist is to counsel the patien.
the proper use and expected outcomes of the medication. The Board of Pharmacy, fci: the
public’s safety, should ensurs that the pharmacist has the proper information from th:
prescriber to enhance this counseling role of the pharmacist.

Another issue involved in requiring the diagnosis oa the prescription is
wMedication Exrors”, It has been determined in many studies that a greater proporticd . of
medication errors can be averted when the patient’s diagnosis is presented to the
dispensing pharmacist. This provides another avenuo by which the Board of Pharms:
can protect the public’s safety.

On the ‘“Medication Error” issue, [ very strongly feel that the Board of Pharm 43y
should require the diagnosis be documented on all preseriptions, not just controlled
substances. The issue of patient confidentially has beon the caveat for not writing th.:
diagnosis on the prescription, but in sy opinion all health care providers, including 'z
profeasional pharmacist, must have the appropriate information to guarantee the
appropriate and safe clinical outcome of the patient.

Stgpher Small.




Board of Pharmacy

®ffice
Fhone (304) 558.0558 232 Qapital Strest
Jax (304) 558-0572 @ hacleston, ¥est Birginia 25301
August 10, 2000
Stephen Small
1006 Brettwald Drive
Morgantown, WV 26508
Dear Stephen :
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

The Board agreed with your suggestion that it would be quite beneficial to require the
diagnosis or diagnosis codes upon controlled substance prescriptions. However, the Board felt
that this requirement should be sought through a separate statutory change so as not to jeopardize
this set of regulations due to the expected opposition by the medical community to such a
change.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers™ to only have the controlled drug filled and not
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obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

6]/\/4}%1 ? Bzy/é [

William T. Douglass, Jr.
Executive Director and

General Counsel
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Keith Foster, R.Ph. Patty Johnston, R.Ph,

ST
DRUG

2801 Robert C. Byrd Drive
Beckley, WV 26801
(304) 252-5305
FAX (304) 253-4281

August 3, 2000

Mr. Robert Davis
West Virginia Board of Pharmacy
White Sulphur Springs, WV

Dear Mr. Davis:

This is in response to the Board of Pharmaocy’s request for comment on the proposed new
controlled substance rules.

We are in strong agreement that CIT prescriptions should be written one drug an one
blank. However, we would propose that CIII-V drugs could be written more than one RX
per blank. We have several physicians who require patients to have ali RXs on the blank
filled or none at all, preventing them from picking and choosing controlied substances
over other maintenance medications.

The Board’s proposal to reduce the time limit for 2 schedule II RX to be valid 10 30 days
is a good idea. Most CII medications are of a timely nature and if not needed within 30
days would necessitate the patient being re-¢valuated by the preacriber.

Another issue we would like to see the Board address is that of {arge teaching hospitals
with prescibers who fail to write legibly, indicate DEA numbers, and phone numbers on
their RX blanks. This creates a great burden on the pharmacist who must track down the
prescriber to verify or clarify the patient’s prescription. A case in point, prescription
blanks from Charleston Area Medical Center do not have phona nurabers on them or
indicate the division from which they originated.

We hope these comments will help you as you discuss these new proposals.

Sincerely,

Keith Foster, R pp,

«a1
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Phone (304) 558-0558 232 {upitol Sireet
Fax (304) 558.0572 @harleston, Mest Bieginia 253m
August 10, 2000
Patty Johnston
Colony Drug
2801 Robert C. Byrd Drive
© Beckley, WV 25801
Dear Ms. Johnston:
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is 2 means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,
”L/JA,K ‘D g\

William T. Douglass, Jr.
Executive Director and
General Counsel
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CONTACT PHARMACY
2233 8. KANAWHA ;1' BeckLer, WV 25801 \.

Ta: Robert Davis, Board of Pharamacy Inspector

Trom: Karen Reed, R.Ph.

PE: Propoused Changes to Controlled Schataaces Rulas/Regs

Ae you know, I prefer my Scheduie II inventory dispersed among

other inventory., I hope i{f a break—-in oeccurs, the time to find-
~the drugs would match tha police call time of the elarm system.
If a cabinet is vsed, xt saould be impossible to remsve or

break into prior to police response.

I was pleased with the idea that controlled subsczrces would be

vritrea on sesarate blanks. For me, it gives more security and

legitamacy to the prescription if 3 question arises if it is in
the doctor's own handwriting and DATED. Some pharmacists are

concerned thart other prescriptions (i.e. erntibiotics, inhalers,
muscle relaxants) will no: be Filled since they are on seperate
blanks: that happens now., We are forced to write off che narcotic
and that bringes us bacx to the igsue I mentioned above., Another
concern is that patients won't be able to kzep up with ALL those
prescriptionsa, Tta better to put 7 or 8 drugs en 1 blank,

Patients have to accept sowe respoasibilicy., MHultiple prescriptions

sn one blank lzad to errors and jecpordize patient safety.

Tha ryles will take time to learn. I would nvr refuse prescriptions

at first but, send a letter reminding them of changes and asking

their help in complying. [ see this as a zreat belp in prevenzing

& schedule II and azother controlled or non-contrelled druz on the

same blank. How do you prorerly file cthose?

I am also in favor of the pracrtitioner's nzae teing stamypad, typed,
' - L=} Iy -

L .
or printed vn the prescriprion., How mush pstient/;hacmacist tizne
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13 apent trying to find out who wrote the prescriptien? Often
residents have moved to another training faciliry bafcre a prescription
io filled and we have to locate them in another WV town. It is much

ennster to find someona if we know their name.

In my practice, 8 30 day time limir on S5chedula II drugs is more

thaw. penerous. These drugs are intended for acute use or chranic -

pain mansgenent with close monitoring and restrictions. These pre- -
sceriptions therefore should be filled in a timely manner. You mentioned
hospice vpatients needing a longer time frame. My feeling (maybe
lack of undesrstanding)} is hospice patients should be reevaluated
for pain management at least évery 30 diys. Perhﬁpa I need to
understand that practice'hetter, but the hospice patients I have
had experience varying degrees of pain and require adjustments
regularly. TUpfortenstely, I have had pther femily members

try to obtain prescriptions for laved oneé for their own personal
or 1llegal uze or assisted suicide. i

New rules always bring about some adjustmént periods, I appreciéte‘
your attention to these controlled substance issuves.I continue to

te concernsd bty the insreased hydrocodone use/abuse and the practitioners

prescribing outside their realm of practice (i.e. podietrista, osteapaths

and their pain managemsat techniques},

Please do not hesitate to contact me if I cen be of any assistance to you
or anyone else on the ZHoard.

-
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Board of Pharmacy o
Phane (304) 553-0558 232 Qapital Street
Hax (304) 558.0572 hacleston, MWest Birginia 25301
August 10, 2000
Karen Reed
Contact Pharmacy
2233 8. Kanawha St.
Beckley, WV 25801
Dear Ms. Reed:
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers” to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration ail points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

AT - Dopt-
William T. Douglass, Jr.
Executive Director and

General Counsel
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August 4, 2000

Robert G. Davis
0O Box 247
by ooy oae White Sulphur Springs, WY 24986

Decar Mr. Davis:

As requested, our stafT (outpatient, institutional, clinical, and
administrative) compiled comments and questions regarding the new
legislative rules about controlled substances as proposed by the Board,
They are as follows:

L. Rule autamatically adopts any changes 1o the federal rules about
comirolled substances. This will eliminate the need 1o determine the
mere strict rule which will reduce confusion. How will this impact
cwrent discrepancies such as medications scheduled by WV which are
not federally vontrolled (e.g. Soma, Stadel, etc.)? Will this xule only
apply to future changes?

)

Storage of schedule Il drugs. The ability to disperse stock in lieu of
storage in the metal cabinet is appreciatad. In institstional settings
where controlled substances are kept in various areas, approval of the
Board will be required for such iteras as medication carts, anssthesia
boxes, and crash carts which may not meet the 20 gauge requirement.

3. Each controlled substance prescription must be wrirten on a separate
blank We have no opinion here. Physician compliance is a concem.
We assume that this does not refer to medication orders +within the
institutional setting.

4. Every consroiled substance prescription must have the name of the
practitioner stamped , tvped, or printed legibly on the face of the
prescriprion. This is necessary and appreciated. We see this as rnainly
impacting group and hospital practices in which an “institutional

35w B0t b s blank™ 15 used,
Gaekley Vhezmt Vo ginds D001

10 03 00
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5.

6.

Puage 2

If a phurmacist receives a prescripiion that does not conform to the

rule_then the pharinacist must refuse to Ali it. Some gharmacists are

uncomfortabls “‘enforcing” this rule. The time that will inevitsbly be
required 1o inform non-compliant physicians will be significant,
Subsantial physician education i3 recommended.

A prescription for a Schedule II controlled substance is valid for 39

days from the date issued Thaok you.

[fadditional information is required, please do not hesitate to call.

Sincerely,

(-

-Chris Vaught, R.Ph.
Director, Pharmacy Services
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Board of Pharmarcy o
Fhone (304) 558-0558 232 Qapifal Strest
Fax (304) 5380572 @haclestan, West Hirginia 25301

August 10, 2000

Chris Vaught
36 Avocet Way
Beckley, WV 25801

Dear Mr. Vaught:

The Board reviewed your written comments on the proposed new legislative rules
regarding controlied substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law bock) and includes hospital,
convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers™ to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.




Some people stated their concems about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

kS By,

William T. Douglass, Jr.
Executive Director and
General Counsel
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Board of ﬁharmarg

@fﬁ:!
Phone (3[]4} 5538-1558 232 fapitol Street
gax (3“4) 558.0572 @Ihnrlzsfnn, ﬂzst xirginia 25301
August 10, 2000
Susan Woods
Woods Pharmacy, Inc.
400 Virginia Street
Oak Hill, WV 25901
Dear Ms. Woods:
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:
1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers™ to only have the controlled drug filled and not
obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

MO
- i gl
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Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

Ntdhn S Ol

William T. Douglass, Jr.
Executive Director and
General Counsel
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Bifice

Phone (304) 558-0558 232 @apital Steeet
FKax (304) 5580572 Chaclestan, West Hicginia 25301
August 10, 2000

Bruce Alderman

Alderman’s Pharmacy

Rt. 92N, P.O. Box 371

White Sulphur Springs, WV 24986

Dear Mr. Alderman;

The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000. Based upon comments
received, the Board made the following amendments to the rules:

1. The time period that a prescription for a Schedule II controlled substance is valid was
changed from 30 days to 90 days from the date issued.

2. The rule requiring each controlled substance prescription be written on a separate blank
and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

The Board appreciated your comments regarding the need for lunch breaks and agrees
that it is an issue to address through possible legislation but that concept was not included with
these proposed regulations which deal with controlled substances. If that subject is addressed at
another time your suggestions will be duly considered.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seekers™ to only have the controlled drug filled and not

A L .}

B e




obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. In
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

Some people stated their concems about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,
alr\//lh S 1594& P
William T. Douglass, Jr.

Executive Director and
General Counsel
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Board of Pharmacy

Pffice
Phave (304) 558-0558 232 Qapital Beeet
Fax (304) 5580572 @harteston, West Hieginia 25301
August 10, 2000
Larry Rexrode
Pill Box Pharmacy
P.O. Box 908, Main St.
Franklin, WV 26807
Dear Mr. Rexrode:
The Board reviewed your written comments on the proposed new legislative rules
regarding controlled substances at its meeting on August 7, 2000, Based upon comments
received, the Board made the following amendments to the rules:
L. The time period that a prescription for a Schedule Il controlled substance is valid was
changed from 30 days to 90 days from the date issued.
2. The rule requiring each controlled substance prescription be written on a separate blank

and no non-controlled substance be ordered on a blank with a controlled substance is
being written so that it applies only to outpatient prescriptions. The rule will also exempt
prescriptions written for patients of an institutional facility. Institutional facility is
defined in §15-1-2.1.19. (p. 63 of pharmacy law book) and includes hospital,

convalescent home, nursing home, extended care facility, mental health facility, hospice,
etc.

The Board appreciated your comments regarding the need for lunch breaks and agrees
that it is an issue to address through possible legislation but that concept was not included with
these proposed regulations which deal with controlled substances. If that subject is addressed at
another time your suggestions will be duly considered.

Some people stated their concerns that the requirement of separate blanks for each
controlled substance would allow “drug seckers” to only have the controlled drug filled and not




obtain the other drugs such as antibiotics. The Board understood the concern but feels that the
benefits of reduction in errors outweigh the problems posed by non-compliant patients. in
addition, physicians with such a concern about their patients can write notations upon the
prescription like “1 of 2", “2 of 2", etc. to indicate to the pharmacist that a prescription in
addition to the controlled prescription was issued on that same date.

Some people stated their concerns about the pharmacist having to police the physicians
that do not comply with the regulations and affecting patient care by having to refuse to fill a
prescription not issued correctly. Patient care does not have to suffer because the pharmacist can
go ahead and fill the“prescription and then must document this information. The pharmacist is to
contact the prescriber about the prescriptions not written according to the rule; this is a means to
correct the problem at an informal level. If the problems continue, then the pharmacist is to
contact the Board of Pharmacy, who will then get involved by either corresponding with the
prescriber or filing a formal complaint with the appropriate licensing board. Once this rule is
passed, it is very important that physicians by educated about the new requirements and the
Board of Pharmacy will attempt to work with the medical licensing boards to accomplish this.

The Board appreciates your input and attempted to take into consideration all points of
view to come up with regulations that meet the Board’s duty to protect the public and enforce the
controlled substances act.

Sincerely,

A, § O 15

William T. Douglass, Jr.
Executive Director and
General Counsel
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Board of Pharmacy

®ffice
Phone (304) 558-0558 232 Wapital Sireet
Xax (304) 5580572 Qharleston, Mest Birginia 25301
Unable to respond to two written comments received:
1. Joe Anderson- no return address and cannot locate licensed pharmacist by that

name.
2. Anonymous written comment- no name or return address




Mr. Douglas,

I shake my head in wonderment each time I see a new proposed legislative rule from the board of pharmacy. The
new rule conceming controlled substances is, by far, the most ignorant piece of legislation I've read. [ do not believe
there is any purpose to this legislation other than to save auditors a few minutes in their “search™ of pharmacy
records. The only thing this piece of legislation will guarantee is many incredulous, irritated physician phone calls
not to the board of pharmacy, but to already overworked pharmacists, We already spend hours on the phone each
day dealing with petty things, this new rule would just add to that problem. The board of pharmacy should be
concerned about pertinent issues to the “practice” of pharmacy such as workplace conditions, third-party insurance
dicatorships, and decreasing margins. Don’t create new rules for the sake of showing the public the board is “doing
something.” Concentrate on the real issues that are destroying pharmacy and decreasing the number of young people
who won't even consider becoming a pharmacist.

A concerned pharmacist




To whom it may concern:

This is in regard to the proposed new rule that was sent out to retail pharmacies,
Rule #3 states that each controlled Rx must be written on separate blank. My
concerns are that the "drug-seekers" will benefit more than anyone from this
possible new rule. If a patient goes to a DDS for example and gets an antibiotic
along with pain meds....more than likely the pain med will be the only Rx that we
ever see. That is just one example that comes to mind that makes it impossible for
us to stop these "seekers” from abusing the system. On the other hand, it would be
a good rule to create some uniformity in physician prescribing habits plus record
keeping on our behalf. If their were a way to compromise the two sides of the issue I
feel it would be better served. Thanks for your time!

Joe Anderson




