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INTRODUCTION

These Rules and Regulations Governing the Disposal of Legend Drugs (R21-31-LEG) are
promulgated pursuant to the authority conferred under Chapters 21-28-5.07 and 21- 31 of the Generd Laws of
Rhode Idand, as amended, and are established for the purpose of adopting methods for the digposd of legend
drugsin thisgate, and for the protection of the hedth, safety and wdfare of the public.

Pursuant to the provisons of section 42-35-3(c) of the Generd Laws of Rhode Idand, as amended, the
fallowing issues have been given congderation in arriving & the amended regulaions. (a) dternative goproachesto
the regulaions, (b) duplication or overlgp with ather gate regulations; and (¢) sgnificant economic impact. No
dternative gpproaches, or overlap wasidentified. The protection of the hedth and safety of the public necesstates
the adoption of these amended regulations despite the economic impact which may ensue as aresult of the
regulaions adopted in the best interest of the hedth, sefety and wdfare of the public.

These rules and regulations shall supersede any other regulations governing the disposd of legend drugs

previoudy promulgated by the Department of Hedth and filed with the Secretary of State



Section 1.0 Definitions

Wherever used in these rules and regulaions, the following terms shdl be condrued asfollows
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" Controlled substance" meansadrug, substance or immediate precursor in Schedules| - V of
Chapter 21-28 of the Rhode Idand Generd Laws, as amended.

"Health carefacility" meansany hedth care inditution as defined in section 23-17- 2 of the Rhode
Idand Generd Laws, as amended, and licensed according to the provisons of Chepter 23-17 of the
Rhode Idand Generd Laws, as amended.

"Legend drug" shdl mean any drug 0 designated pursuant to the provisons of section 21-32-
15(k)(c)(3) of the Generd Laws of Rhode Idand, as amended, and sad drug shdl be labded: "Caution:
Federd Law Prohibits Dispenang Without a Precription.”

" Person" meansany individud, trust or edate, partnership, corporation (induding assodaions joint
gock companies) date or palitical subdivison or ingrumentdity of the Sate.

Saction 20 Disposal of Controlled Substances
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Any hedth carefadlity or person licensad by the Rhode Idand Department of Hedlth thet islanfuly in
possession of excess or undesired controlled substances shdl inventory and dispose of al such controlled
subgtances in accordance with federd Drug Enforcement Adminigration (DEA) regulations of reference 1
and dl other gpplicable federd, Sate, and locd regulations.

Section 3.0 Disposal of All Other Legend Drugs (i.e., Non-controlled Substances)

All other legend drugs (i.e,, those nat dassified as controlled substances) shdl be the respongibility of the hedth
carefadlity or person to dispose of as provided in one of the fallowing ways
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3.2

Legend drugs may be disposed of as solid wadte provided thet dl of the following conditions are met: (1)
the legend drugs are rendered unrecognizable; (2) the legend drugs would not pose athreet to the public
or to the environment; and (3) the legend drugs cannot be recyded. OR

Thelegend drugs may be disposad of as regulaied medicd wadte (defined in reference 2), through the use
of an entity holding aregulated medicd wadte trangporter permit issued pursuant to the requirements of
reference 2, and in compliance with the Rules and Regulations Gover ning the Generation,
Transportation, Sorage, Treatment, Management and Disposal of Regulated Medical Waste (DEM-
DAH-MW01-92) of reference 2.

3.3  TheDirector of Hedth or her/his desgnee is authorized to: (1) enter any premises where legend
drugs, induding contralled subgtances, are maintained and/or held for disposal pursuant the
requirements herein; (2) ingpect any and dl agpects of the digposal process and related records,



and (3) obtain and test samples of any and dl controlled substances being processed for dispoA
for the purpose of determining compliance with date and federd lawvs

Section 40  Severability

4.1  If any provison of these regulaions or the gpplication thereof to any fadlity or cdrcumstances Sl
be hdd invdid, such invdidity shdl nat afect the provisons or gpplicaion of the regulaionswhich
can be given effect, and to thisend the provisons of the regulations are declared to be severadle.
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