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Date of Notice: May 2, 2018

STATE OF RHODE ISLAND
DEPARTMENT OF HEALTH
PUBLIC NOTICE OF DIRECT FINAL RULE MAKING

In accordance with Rhode Island General Laws (RIGL) 42-35-2.7, notice is hereby given that the Rhode
Island Department of Health (RIDOH) proposes to repeal the following as a Direct Final Rule: Rules and
Regulations Pertaining to Drug Product Selection (R21-31-DPS). The proposed regulations would
supersede ERLID 166 (Effective January 2, 2002).

REGULATION TITLE:

Rules and Regulations Pertaining to Drug Product Selection (R21-31-DPS)
TYPE OF FILING: Direct Final Rule
RULEMAKING ACTION: Public Notice of Direct Final Rule Making

TIMETABLE FOR ACTION ON THE PROPOSED RULE: The objection period ends on Monday,
June 4, 2018.

SUMMARY OF PROPOSED RULE: The RIDOH is proposing direct final rulemaking to repeal these
regulations as they have been determined to be both outdated and unnecessary under RIDOH’s current
regulatory framework.

OBJECTIONS: If no formal objection is received on or before Monday, June 4, 2018, RIDOH will file
the amendment without opportunity for public comment. All written objections should be submitted by
mail to Paula Pullano, Rhode Island Department of Health, 3 Capitol Hill, Providence, Rl 02908-5097 or
by email at paula.pullano@health.ri.gov by the close of Monday, June 4, 2018. Please note that objections
submitted to RIDOH by other means than the prescribed mailing and email address may not be received
and reviewed by RIDOH. To ensure that your objections are received, please send them to the prescribed
mailing and email address.

FOR FURTHER INFORMATION CONTACT: Paula Pullano, Rhode Island Department of Health,
Division of Policy, Information, and Communications, 3 Capitol Hill, Providence, Rhode Island 02908-
5097, 401-222-1042, paula.pullano@health.ri.gov.

AUTHORITY FOR THE RULEMAKING: R.I. Gen. Laws § 21-31-20.
REGULATORY FINDINGS: In the development of the proposed amendment, consideration was given

to: 1) alternative approaches; 2) overlap or duplication with other statutory and regulatory provisions; and
3) significant economic impact on small business. No alternative approach, duplication, or overlap was


mailto:paula.pullano@health.ri.gov
mailto:paula.pullano@health.ri.gov

identified based on available information. Based on RIDOH’s current regulatory framework, it was
determined that repeal of this rule is the most appropriate course of action.

THE PROPOSED AMENDMENT: RIDOH proposes to repeal the Rules and Regulations Pertaining to
Drug Product Selection (R21-31-DPS) in its entirety.
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Section 10 DEFLNLTONS

Wherever used in these rules and regulations the
following ternsshall -be construed-as follows:-

Rhode }sland- 1956~ as anended- entitled “Rhode |sland
Food,—Drugs—and Cosnetics-Act”
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“Desage form- neans the form of the conpleted drug
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15 “Equivalent and interchangeable™ having the sanme
generi-c nanre,- dosage form and Labe#ed petency, reeting

States Food and Drug Admnistration, or its successor
agency,—ofrthe Rhode sl and Departnent—of Health—

"G - I her ,
drug—or—drug product-

"List" refers to the prescription drug product(s) that
the Director deenms, after evaluation not to be
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Section 20 CGENERAL PROM SIONS
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appropriate-
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shall- be given an opportunity for a prompt and fair
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Sectieon 50 SEVERABHLITY
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