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NOTICE OF A COMMENT PERIOD ON A PROPOSED RULE

BOARD OF MEDICINE _ _ TITLE NUMBER-__ - .

AGENCY:

60A-3-301

AMENDMENT TO AN EXISTING RULE: YES___ NOXXX
IF YES, SERIES NUMBER OF RULE BEING AMENDED:
TITLE OF RULE BEING AMENDED:

[F NO, SERIES NUMBER OF NEW RULE BEING PROPOSED: Sexies 3

TITLE OF RULE BEING PROPOSED: Board nf Moadirine Biules for

Addition to .
IN Lﬁgﬁ OF A PUBLIC HEARING A COMMENT PERIOD HAS BEEN ESTABLISHED DURING WHICH

ANY INTERESTED PERSON MAY SEND COMMENTS CONCERNING THESE PROPOSED RULES. THIS

COMMENT PERIOD WILLEND ON __Sept. 9, 1988 -  ap _~ 4:30 pm

ONLY WRITTEN COMMENTS WILL BE ACCEPTED AND ARE TO BE MAILED TO THE FOLLOWING

ADDRESS.

Bd., of Meddicine o . - . _ ) o L

100 Dee Dr.

3 THE ISSUES TO BE HEARD SHATL BE
Charleston, WV 25311 = - LIMITED TO THIS PROPOSED RULE.
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ATTACH A BRIEF SUMMARY OF YOUR PROPOSAL

Att: Ronald D..Walton
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APPEND

FISCAL NOTE FOR PROPOSED RULES

Board of Medicine Rules for Dispensing of Legend
Drugs by Physicians and Podiatrists

Rule Pitle:
Type of Rule: X legislative Interpretive Procedural

Address 100 Dee Drive

WV Board of Medicine

Agency
Charleston, WV 25311
ANNUAL FISCAT YEAR
L. iffect of Proposed Rule| Ingrease Decrease| Current Next Thereafter
$ $ $ $ $

Estimated Total Cost

parschal Serv.ces
Current Expense

Ruepairs and Alterations
Luipment

Olther .

Explanation of above estimates:

2.
No increase in State funding will be needed.
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Objectives of these rules:

n oy
Implement the mandate of West Virginia Code §560A-3-30
regquiring any agency licehsing practitioners authorized
to dispense any Controlled Substance to promulgate

rules and charge fees relating tc the registration
and contrecl of the dispensing of controlled substances

(WS

within the State.




g, Eplanation of Cverall Econamic Impact of Proposed Rule.
A. Econcmic Inpact on State Goverrment.

None

B. Ebon;n@c Impact on Political Subdivisions; Specific Industries;
Specific groups of citizens.

For those physicians licensed under the Medical
Practice Act of this State (West Virginia Code -
§30-3-1 et seg.) who dispense Controlled Substances,

a $15 annual fee will be assessed which is not
presently assessed.

C. Econcmic Impact on Citizens/Public at lLarge.

None

Date: August 5, 1988

ure of agency Head or Aughorized Representative
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TITLE:

Section

Secticon

WEST VIRGINIA LEGISLATIVE RULES 1688 1t
WEST VIRGINIA BOARD OF MEDICINE w0 4§ -5 s 8 52
CHEAPTER 30-3 )
SERIES V SISOV ST

Becard of Madicine Rules for Dispensing of ILegend
Drugs by Physicians and Podiatrists.

1.

1.1

General

Scope -- West Virginia Code §30-3-7(a)(l) authorizes
the Board of Medicine to promnulcate rules

which are necessary to perform the duties

and responsibilities of the Board, and West

Virginia Code §60A-3-301 reguires the Board

of Medicine to collect a registration fee

from licensees who dispense ceontrolled substances.

Ayuthority -- These legislative rules are issued
under the authority of and are related to

West Virginia Code §30~3-7(a)(l)} and West
Virginia Code $602-3-301.

Filing Date =-=

Effective Date --

Definitions

The Board means the West Virginia Bocard of

Medicine.

Dispensing Physician means a physician or

podiatrist registered with the Board to dispense
legend drugs within the scope of his or her
practice, . -

Administer means the direct and immediate

application of a drug, whether by injsction,
inhalation, ingestion ox any other means,
to the body <cf a patient.

Controlled Substance means a drug that is

classified by federal or state law in Schedules
i, Xz, 111, IV, °or V. o




Section

Course of Treatment means the period of time

necessary to effect a cure for an acute disease,
or the period of time from one office visit
until the next scheduled or anticipated office
visit for a chronic disease.

Dispense includes sell, distribute, leave
with, give away, dispose of, deliver, or supply.

Generic Drug Produdct means a drug marketed
without a trade name as a substitute for an
innovatoxr or previously patented pioneer drug.

Legend Drug means a drug that may be dispensed
under federal or state law only pursuant to
the prescription of an authorized prescriber.

Package Tnsert means the official labeling
information sheet that accompanies a legend
drug when it is distributed by the manufacturer.

Professional Samples means complimentary drugs
packaged and distributed in accordance with
federal and state statutes and regulations

and provided to a physician or podiatrist

free of charge by manufacturers or distributocrs
and distributed free of charge by the physician
or podiatrist to his or her patients.

‘Sale at Retail means dispensing legend drugs

where a separate charge is made for the legend
drug in addition to the charge for other professional
services and products provided.

General Rules for Dispensing Physicians

Each physician or podiatrist who wishes to
dispense legend drugs to patients shall annually
register with the Beard as a dispensing physician,
on the form provided by the Board. The annual
fee for registratiorn as a dispensing physician
shall be $515.00.

Physicians or podiatrists who are registered
with the Board as dispensing physicians may
dispense drugs to their own patients but not
fill prescriptions written by other physicians
or podiatrists, nor sell at retail such legend
drugs as they dispense to their own patients.
They may make reasonable charges for their
services, including any legend drugs they

may dispense, and may dispense amounts of
drugs as they deem sufficient to a patient's
course of treatment.
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3.3 Physicians or podiatrists who are not registered
with the Board as dispensing physicians may
not dispense legend drugs. However, a physician
or pediatrist shall be exempt from the regquirements
applicable to dispensing physicians if:

a. legend drugs are administered to the patient
in the physician's or podiatrist's office
and an appropriate record is made in the
patient's chart;

L. professional samples are distributed free
0f charge by a dispensing physician ox
certified physician assistant under his
or her supervision to the patient and
an appropriate record is made in the patient's
chart; or

¢. legend drugs which are not controlled’
substances are provided under West Virginia
State authorized programs, including the
Medicaid, family planning, maternal and
child health, and early and periodic screening
and diagnosis and treatment programs,
except that all labeling provisions of
Secticon 8 shall be applicable.

Section 4. Duties of Dispensing Physicians

4.1 A dispensing physician may ncot delegate the
dispensing function to another physician or
podiatrist, nor to a nurse or to other coffice
personnel. However, a dispensing physician
may delegate nonjudgmental functions to supportive
personnel, subject to the requirement that
the dispensing physician must personally perform
the following duties:

a. Affix prescription labels to drug containers.

b. Discuss with patients matters pertaining
to the drug, its reasons for usage, contra-
indications or answer guestions regarding
the dispensing physician's intent.

c¢. Perform any other functions of any kind
which regquire the knowledge, judgment,
ability or skill of a dispensing physician.




2 dispensing physician who is the superwvising
physician for a "Type A" Physician Assistant

may delegate the dispensing functicon to that

"Type A" Physician Assistant. A "Type A" Physician
Assistant must follow all rules applicakle

to.the dispensing physician. A "Type A" Physician
Assistant may dispense only those legend drugs

that he or she is authorized to prescribe.

A "Type A" Physician Assistant may dispense

legend drudgs to those patients for whom the

"Type A" Physician Assistant has prescribed

the legend drugs at the direction of the supervising
physician, but may nct dispense legend drugs

to patients for whom the supervising physician

has prescribed legend drugs.

4 dispensing physician must maintain a library
of reference books relating to the dispensing

of medication, including the most recent edition
of USP DI.

A dispensing physician must have immediate
access to the package insert, or its equivalent,
for every legend drug dispensed to patients.

A dispensing physician must maintain eguipment
necessary for the dispensing of legend drugs,
including a2 typewriter or computer and

a. for solid oral dosage forms, two pill
counting trays and two spatulas;

b. for ligquid oral dosage forms (including
antibioctic powders for reconstitution},
distilled water, two glass stirring rods,
two glass or plastic funnels, filter paper,
and cne 1l/2¢c¢ to 500cc graduate.

A dispensing physician must maintain a dispensing
area physically separate from the area used

for other purposes. Within the dispensing

area there shall be sufficient space for the
dispensing physician and supportive personnel

to be free of distraction while preparing

legend drugs for dispensing. All stock guantities
of legend drugs maintained for dispensing

to patients must be stored in the dispensing

area under conditicons that meet USP criteria

as published in USP DI, to prevent deterioration.
The disperising area must be designed so that

it can be locked up or otherwise secured to
prevent access when the dispensing physician

1is not present in the office.




Section 5.

5.1

Section 6.

6.1

Secticn 7.

7.1

Reasonable Charges

The sale at retail of legend drugs by dispensing
phyvsicians i1s prohibited. . This means that

the charge for drugs may not be separately
listed, but must be incorporated into the

charge for other professional services and
products. When drugs are dispensed at a time
when no other professional services or products
are provided, no charge may be made for drugs
at that time.

Freedom of Choice

Every patient has the right to receive a written
prescription as an alternative te having legend
drugs dispensed by a dispensing physician.

A sign no smaller than 8 1/2" by 11" shall

be posted in a conspicuous place in the office

of évery dispensing physician, informing patients
of their option to receive a written prescription.
The sign must include the following language:
"Every patient has the right to receive a

written prescriptiocn.”

Since a separate charge for legend drugs may

not be made by a dispensing physician, and

gince the charge for legend drugs (1f there

is any) must be included within the charge

for other professional services, the patient

has the right to be told, upon regquest, the
difference between the charge for professional
services with drugs dispensed and the charge

for professional services without drugs dispensed.

When a patient receives a. .generic drug product
from a dispensing physician, the patient shall
be told that a generic drug product is being
dispensed.

Packaging
Dispensing physicians shall package legend
drugs in appropriate containers. The Board

recognizes the United States Pharmacopeia
standards as expressed in USP DI as the standard
reference for determining legend drug pdackaging
reguirements.




a. If a legend drug is susceptible to light,
it must be packaged in a light~resistant
container, as specified in USP DI. )

b. If a legend drug is susceptible to moisture,
it must be packaged either in a well-closed
container or in a tight container, as
specified in USP DI.

c. Paper or plastic bags, boxes or envelopes -
do not meet packaging reguirements for
legend drugs and should not be used.

7.2 All legend drugs must be dispensed in containers
that comply with the child-resistant packaging
standards mandated by the Federal Poison Prevention
Packaging Act of 1970 (FPZPA).

a. The Board recognizes that under the PPPA
child-resistant packaging is to be the
rule and not the exception.

b. The Board further recognizes that under
the PPPA there are specific exceptions
to the requirement of child-resistant
packaging:

1. If the patient receiving the legend
drug reguests, or 1f the prescriber
determines that it is appropriate,

a legend drug may be dispensed in
a noncomplying ccontainer that is not
child-resistant.

2. The following legend drugs are exempt
from the regquirement of the PPPA:

a. Cyclically administered oral contra-
ceptives in manufacturer's memory-aid
dispenser packages.

b. Sublingual dogage forms of nitrcglycerin.

c. Sublingual and chewable forms
of iscsorbide dinitrate in dosage
unit containing 1l0mg or less.

d. Agueous soluticons and tablets
containing sedium fluoride with
no more than 265mg/package.

e. Betamethasone in tablet form in
packages containing not mere than
l2.6mng of the drug.

6




Section 8.

g.1

f. Mebendazole in tablet form in
packages containing not more than
600mg of the drug.

g. Methylprednisclone in taklet form
in packages containing not more
than 84mg of the drug.

h. Colestipol in powder form in packages
containing not more than 5g of
the drug.

i. Erythromycin ethylsuccinate in

tablet form, each tablet containing
ne mere than 250mg of the drug

and dispensed in packages of no
more than 80 tablets.

3. Erythromycin ethylsuccinate granules
for oral suspension in packages
containing not more than 8g of
the drug.

k. Anhydrous chcolestyramine (chloride
salt of a basic anion-exchange
resin) in powder form.

1. Individually packaged effervescent
potassium supplement tablets containing
not more than 50mgEg of potassium
per tablet.

m. Pancrelipase preparations in tablet,
capsule or powdered form.

Labeling

Fach legend drug dispensed by a dispensing
physician must be packaged in its own separate
container and labeled with its own specific
directions.

Lazbels must be completely machine-made (type-
writer, computer, printer, etc.), and not
be hand-written in any part.

Legend drugs that are not classified as controlled
substances must be packaged in a container
labeled with the following information:

a&. Dispensing physician's name, address,
and telephone number

. Patient's name

7




Section

9.

c. Date dispensed
d. Name cf drug
e. PFull directions for use

f. Appropriate ancillary label(s), such as
"Keep Refrigerated"” or "This drug may
cause drowsiness."”

Legend drugs that are classified as controlled
substances must be labeled with the above
information (8.3, a-f) in addition to the
following statement: "Caution: Federal law
prohibits the transfer of this drug to any
person other than the patient for whom it

was prescribed.”

The directions "Take as directed" are permitted
only as an exception to the general rule requiring
full directions for use, because they are

not specific and can lead to patient confusion

and error.

If a generic drug product is dispensed, the
container shall be labeled with the generic

name of the drug and the name of the manufacturer
or distributor of the generic drug product.

The container may not be labeled with a brand
name unless the product dispensed is actually

the brand name product.

Dispensing Records

A dispensing physician must maintain records
that are available for inspection.

Patient records must facilitate an audit trail
for each patient to whom legend drugs are
dispensed. They may be maintained either

in a patient's chart or in an equivalent but
separate patient medication record.

Daily reccrds must facilitate an audit trail

for each day on which legend drugs are dispensed.
They may be maintained in a daily log or in

a file of prescriptions.

a. Daily records of dispensed Schedule II
controlled substances must be maintained
in a separate daily log or file of. prescriptions,
apart from all other records.




Section 10.

10.1

Sectiocm 11.

11.1

Daily records of dispensed Schedule III,

IV, and V controlled substances may be
maintained either in ancther separate

daily lcog or file of prescriptions, or

they may be maintained along with records

of non-controlled substances, if each

individual controllied substance record

is flagged with a red "C" to readily distinguish
it from non-controlled substances.

Fer each legend drug dispensed, both patient
records and daily records shall include:

A

b.

C.

d.

Patient's name,
Drug name and strength,
Quantity dispensed,

Directicns for use.

Qther Legal Aunthority

Dispensing physicians must comply with all
federal and state laws applicable to dispensing
physicians.

Digciplinary Action

Viclaticon of these rules concerning dispensing
phyvsicians constitutes unprofessional conduct
and subjects the vioclator to disciplinary
action by the Board under the provisions of
West Virginia Code §30-3-14.




