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STATE OF NEW YORK

9905--A
I N ASSEMBLY
April 26, 2016

Introduced by M of A GOITFRIED -- read once and referred to the
Committee on Health -- conmittee discharged, bill anended, ordered
reprinted as anended and reconmtted to said comrttee

AN ACT to anend the public health law, in relation to unused
prescription drug donation and redi spensing

THE PEOPLE OF THE STATE OF NEW YORK, REPRESENTED | N SENATE AND ASSEM
BLY, DO ENACT AS FOLLOWE:

Section 1. Title 2 of article 2-A of the public health | aw is anmended
by addi ng a new section 280-b to read as foll ows:

S 280-B. UNUSED PRESCRI PTI ON DRUG DONATI ON AND REDI SPENSI NG PROGRAM

1. AS USED IN TH S SECTI ON:

(A) "DONOR ENTITY" MEANS A MANUFACTURER, WHOLESALER, OR DI STRI BUTOR OF
PRESCRI PTI ON DRUGS; A PHARMACY; OR A HOSPI TAL AUTHORI ZED UNDER ARTI CLE
TVENTY-EIGAT OF TH'S CHAPTER, APPROVED BY THE DEPARTMENT UNDER THI S
SECTI ON.

(B) "RECI PI ENT ENTI TY" MEANS A MANUFACTURER, WHOLESALER, OR DI STRI BU-
TOR OF PRESCRI PTION DRUGS; A PHARMACY; OR A HOSPI TAL AUTHORI ZED UNDER
ARTI CLE TWENTY- El GHT OF TH S CHAPTER, APPROVED BY THE DEPARTMENT UNDER
THI S SECTI ON.

(O "TH RD PARTY | NTERVEDI ARY" MEANS A NOT- FOR- PROFI T ORGANI ZATI ON THAT
FACI LI TATES THE DONATION OR TRANSFER OF PRESCRI PTI ON DRUGS UNDER THI S
SECTI ON BUT DOES NOT TAKE POSSESSI ON OR OAMNERSHI P OF THE PRESCRI PTI ON
DRUGS, APPROVED BY THE DEPARTMENT UNDER THI S SECTI ON.

(D) "REDI SPENSE" MEANS TO DONATE, RECEIVE, PROCESS, DI STRIBUTE, OR
DI SPENSE A PRESCRI PTI ON DRUG UNDER THI S SECTI ON.

2. THE COW SSI ONER SHALL MAKE REGULATI ONS GOVERNI NG THE REDI SPENSI NG
OF UNUSED PRESCRI PTI ON DRUGS UNDER THI S SECTI ON, | NCLUDI NG THE APPROVAL
O DONOR ENTI TIES, RECI PI ENT ENTI TI ES, AND THI RD- PARTY | NTERVEDI ARI ES.

3. A DONOR ENTITY MAY DONATE CENTRALLY STORED UNUSED PRESCRIPTI ON
DRUGS TO A RECI PIENT ENTITY, DI RECTLY OR THROUGH A THI RD- PARTY | NTERME-
DI ARY, I N A SECURE MANNER, ENSURI NG THE PRI VACY OF ANY | NDI VI DUALS FOR
VHOM THE PRESCRI PTI ON DRUGS WERE | NI TI ALLY DI SPENSED OR | NTENDED TO BE
DI SPENSED. PRESCRI PTI ON DRUGS REDI SPENSED UNDER THI S SECTION SHALL BE
| NSPECTED BY A PHARVACI ST OR OTHER LI CENSED HEALTH CARE PROVI DER AS

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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PROVI DED BY REGULATI ONS. THE PARTI Cl PATI ON OF ANY DONOR OR RECI PI ENT
ENTI TY I N REDI SPENSI NG SHALL BE VOLUNTARY.

4. ONLY PRESCRIPTION DRUGS RECEIVED BY THE RECIPIENT ENTITY IN
TAVPER- EVI DENT PACKAG NG AS DEFI NED BY UNI TED STATES PHARMACOPCEI A ( USP)
GENERAL CHAPTER 659, OR IN UNI T- DOSE OR MULTI PLE- DOSE PACKAGQ NG MAY BE
REDI SPENSED. NO PRESCRI PTI ON DRUGS MAY BE REDI SPENSED THAT:

(A) SHOW EVI DENCE OF BEI NG ADULTERATED OR M SBRANDED; OR

(B) SHOW EVI DENCE OF PACKAG NG HAVI NG BEEN TAMPERED W TH, OR

(©) WLL EXPI RE BEFORE THE USE BY THE PATI ENT BASED ON THE PRESCRI Bl NG
PRACTI TI ONER S DI RECTI ONS FOR USE.

5. A PRESCRI PTI ON DRUG SHALL NOT BE REDI SPENSED I F I T I S RESTRI CTED TO
A PATI ENT REG STERED W TH THE DRUG S MANUFACTURER UNDER FEDERAL FOOD AND
DRUG ADM NI STRATI ON REQUI REMENTS | NCLUDI NG BUT NOT LIMTED TO, THOSE
RELATI NG TO RI SK EVALUATI ON AND M Tl GATI ON STRATEG ES (REMS), UNLESS THE
REDI SPENSI NG | S EFFECTI VELY RESTRI CTED TO ENSURE THAT THE PRESCRI PTI ON
DRUG | S ONLY DI SPENSED | N ACCORDANCE W TH THOSE REQUI REMENTS AS APPLI CA-
BLE.

6. A RECI PIENT ENTITY MAY ALSO BE A DONOR ENTI TY.

7. PRESCRI PTI ON DRUGS HAVI NG PASSED | NSPECTI ON UNDER SUBDI VI SI ON THREE
OF THI' S SECTI ON MAY BE REPACKAGED OR PREPACKAGED BY THE RECI PI ENT ENTITY
PRI OR TO FURTHER REDI SPENSI NG

8. RECI PI ENT ENTITIES SHALL G VE PRI ORI TY FOR REDI SPENSI NG TO PATI ENTS
VHO ARE | NDI GENT, UNI NSURED, OR UNDER- | NSURED.

9. A REDI SPENSED PRESCRI PTI ON DRUG SHALL NOT BE RESOLD BY ANY PERSON
OR ENTITY. HONEVER, THI S SUBDI VI SI ON DOES NOT BAR THE PAYMENT OF REASON-
ABLE HANDLI NG FEES.

10. NO PERSON OR ENTITY SHALL BE SUBJECT TO CRIM NAL, CIVIL OR PROFES-
SI ONAL DI SCI PLI NE LI ABILITY FOR ANY ACTION TAKEN |IN REASONABLE GOOD
FAITH COWLIANCE WTH TH' S SECTI ON, EXCEPT UNDER OTHERW SE APPLI| CABLE
GROUNDS FOR LI ABILITY.

11. THE DEPARTMENT SHALL WORK W TH PROSPECTIVE AND APPROVED DONOR
ENTI TIES, RECIPIENT ENTITIES AND THI RD- PARTY | NTERVEDI ARI ES TO EDUCATE
THEM ABOUT REDI SPENSI NG AND PROMOTE PARTI Cl PATION I N REDI SPENSI NG THE
DEPARTMENT SHALL MAI NTAIN A LI ST OF RECI PI ENT ENTI TIES, AND THI RD- PARTY
| NTERVEDI ARI ES AND PUBLI SH I T ON THE DEPARTMENT' S WEBSI TE.

S 2. This act shall take effect imediately.



