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These rules and regul ations are promnul gated pursuant to the authority
conferred under section 21-31-20 of the General Laws of Rhode I sl and,
1956, as anmended, for the purpose of establishing the criteria for the
det erm nation of drug product selection.
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1.0 DEFI NI TI ONS

Secti on

Wherever used in these rules and regulations the
following terns shall be construed as foll ows:

"Act" shall refer to Chapter 21-31 of the General Laws of
Rhode Island, 1956, as amended, entitled "Rhode 1sland
Food, Drugs and Cosnetics Act".

"Director” neans the Director of Health of the State of
Rhode | sl and.

"Dosage form nmeans the form of the conpleted drug
product (such as tablet, syrup or suppository).

"Drug product" means a dosage form containing one or nore
active t her apeutic i ngredi ents al ong with ot her
substances included during the manufacturing process.

"Equi val ent and interchangeable” nmeans having the sane
generic nane, dosage form and |abeled potency, neeting
standards of the United States Pharmacopoeia or National
Formul ary, or their successors, if applicable, and not
found in violation of the requirements of the United
States Food and Drug Adm nistration, or its successor
agency, or the Rhode |sland Departnent of Health.

"Generic" means the chem cal or established nane of such
drug or drug product.

"List" refers to the prescription drug product(s) that
the Director deens, after eval uati on, not to be
t herapeutically equival ent and i nterchangeabl e.

"Person"” includes individual, partnership, corporation
and associ ati on.

GENERAL PROVI SI ONS

Pursuant to section 21-31-16.1 of the Act, the Director
on his own initiative, nmay deem prescription drugs not to
be therapeutically equivalent and interchangeable, as
determined in accordance with the provisions of section
3.1 herein.

2.1.1 In addition, any person may request the
inclusion, addition or deletion of any drug
product to the list, provided such requests
neets the criteria established in section 3.0
her ei n.
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3.0 CRITERIA TO DETERM NE THE [ NCLUSI ON, ADDI TI ON OR DELETI ON

OF

A DRUG PRODUCT TO THE LI ST

3.1 Any person requesting the inclusion, addition or deletion

3.

2

.3

of any drug product to the list, nust submt in duplicate
forms to the Director the follow ng:

a) evi dence of adequat e and wel | controll ed
investigations, including clinical investigations,
by experts qualified by scientific training and
experience, on the basis of which it could be fairly
and responsibly determined by the Director that a
drug product denonstrates or does not denopbnstrate,
clinically significant biological or therapeutic
i nequi val ence and which, if substituted for another
drug product under the provisions of section 21-31-
16.1 of the Act, would pose a threat to the health
and safety of the patient receiving the prescription
medi cati on;

b) adequat e i dentification of al | dr ug product s
involved by name of manufacturer, |ot number(s),
dosage form(s), generic name, st at ed | abel ed

potency, applicable standards of the United States
Phar macopeia or National Fornulary, requirenents of
the United States Food and Drug Adm nistration,
requirenents of the Rhode Island Department of
Health pursuant to the Act and the rules and
regul ati ons her ei n, and i ndi cation of t he
condition(s) of use (e.g. duration, frequency, etc.)
of any such drug product where substitution poses a
threat to the health and safety of the patient; and

c) such other information as the Director may deem
appropri at e.

After evaluation of all evidence and information as
required in section 3.1 herein, the Director shall nake a
determ nation that a drug product is or is not

t herapeutically equival ent and i nterchangeabl e.

VWhenever action is proposed by the Director to deny
addition, deletion or inclusion of a drug product to the
list as may be requested by any person, the Director
shall notify said person by certified mail setting forth
the reasons for the proposed action, and said person
shall be given an opportunity for a pronpt and fair
hearing in accordance with the provisions of section 4.0
her ei n.

3.3.1 VWhenever action is proposed in accordance



with section 3.3 above, the Director shall
notify by certified mail the manufacturer of the
drug product, and shall set forth the reasons
for the proposed action. Pursuant to section
42-35-1 (b) of the General Laws of Rhode Island,
1956, as anended, said mnufacturer shall be
entitled to an admnistrative hearing, if so
requested, to be conducted in accordance wth
the requirements of section 4.0 herein.

3.3.2 If a hearing is not requested within ten

(10) days by the person and/or the manufacturer,
the Director wll proceed to carry out such
action as has been determ ned pertaining to the
drug product and shall distribute the list to
al | physi cians and pharmaci sts, to other
appropriate persons and shall supply a copy to
any person upon request pursuant to section 21-
31-16.1 of the Act.

Secti on 4.0 RULES GOVERNI NG PRACTI CES AND PROCEDURES
4.1 Al hearings and reviews hereunder shall be held in
accordance with he provisions of Chapter 42-35 of the
General Laws of Rhode Island, 1956, as anmended, and the
rules and regulations pronulgated by the Rhode Island
Departnment of Health entitled "Rules and Regulations
Governing Practices and Procedures before the Rhode
| sl and Departnment of Health" (R42-35-PP).
Secti on 5. SEVERABI LI TY
5.

| f any provision of these rules and regulations or the
application thereof to any person or circunstance shall
be held invalid, such invalidity shall not affect the
provi sions or application of the rules and regul ations
whi ch can be given effect, and to this end the provisions
of the rules and regulations are declared to be
sever abl e.



