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STATE OF NEW YORK

10298
I N ASSEMBLY
May 20, 2016

Introduced by M of A ENG.EBRI GHT, ROSENTHAL -- read once and referred
to the Commttee on Environnmental Conservation

AN ACT to anend the environnental conservation law, in relation to
establishing a drug stewardship program

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

Section 1. Title 27 of article 27 of the environnental conservation
| aw, as added by chapter 625 of the |aws of 2008, is anmended by adding a
new section 27-2705 to read as foll ows:

S 27-2705. DRUG STEWARDSHI P PROGRAM

1. AS USED IN TH S SECTI ON, THE FOLLOW NG TERVS SHALL HAVE THE FOLLOW
| NG MEANI NGS UNLESS THE CONTEXT CLEARLY REQUI RES OTHERW SE:

(A) "COVERED DRUG' MEANS ANY BRAND NAME OR GENERI C OPI O D DRUG PLACED
I N SCHEDULE |, SCHEDULE Il OR SCHEDULE 11l OF SECTION TH RTY- THREE
HUNDRED SI X OF THE PUBLI C HEALTH LAW PROVI DED, HOWNEVER, THAT " COVERED
DRUG' SHALL ALSO | NCLUDE BENZODI AZEPI NES; PROVIDED, FURTHER, THAT
"COVERED DRUG' SHALL NOT I NCLUDE: (1) DRUGS | NTENDED FOR USE SOLELY IN
VETERI NARY CARE; (11) SUBSTANCES THAT ARE REGULATED AS COSMETI C PRODUCTS
UNDER THE UNI TED STATES FOOD, DRUG AND COSMETIC ACT, 21 U S.C. S 301 ET
SEQ; (I11) HYPODERM C NEEDLES, LANCETS OR OTHER SHARPS PRODUCTS SUBJECT
TO COLLECTI ON AND DI SPOSAL PROCEDURES ESTABLI SHED | N SUBDI VI SI ON FOUR CF
SECTION TH RTEEN HUNDRED EIGHTY-NI NE-DD OF THE PUBLI C HEALTH LAW OR
(1'V) DRUGS APPROVED AND USE PRI MARI LY FOR MEDI CATI ON- ASSI STED SUBSTANCE
USE DI SORDER TREATMENT.

(B) "DRUG STEWARDSHI P PROGRAM' MEANS A PROGRAM FI NANCED BY A PHARMA-
CEUTI CAL PRODUCT MANUFACTURER OR A GROUP OF MANUFACTURERS TO COLLECT,
SECURE, TRANSPORT AND SAFELY DI SPOSE OF UNWANTED DRUGS.

(O "PHARMACEUTI CAL PRODUCT MANUFACTURER' OR " MANUFACTURER' MEANS AN
ENTI TY THAT MANUFACTURES A CONTROLLED SUBSTANCE UNDER A UN TED STATES
FOOD AND DRUG ADM NI STRATI ON MANUFACTURER S LI CENSE.

(D) "PRESCRIPTION DRUG' SHALL HAVE THE SAME MEANI NG AS SUBDI VI SI ON
NI NE OF SECTI ON TWDO HUNDRED SEVENTY OF THE PUBLI C HEALTH LAW

(E) "STEWARDSHI P ORGANI ZATI ON' MEANS AN ORGANI ZATI ON DESI GNATED BY A
MANUFACTURER OR A GROUP OF MANUFACTURERS TO ACT AS AN AGENT ON BEHALF OF

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
LBD15156- 01- 6



Co~NOoOUIT~hWNE

A. 10298 2

THE MANUFACTURER OR THE GROUP OF MANUFACTURERS TO | MPLEMENT AND OPERATE
A DRUG STEWARDSHI P PROGRAM

(F) "UNWANTED DRUG' MEANS A COVERED DRUG (1) THAT IS NO LONGER WANTED
OR | NTENDED TO BE CONSUMED, OR THAT | S ABANDONED, DI SCARDED, EXPI RED OR
SURRENDERED BY THE PERSON TO WHOM I T WAS PRESCRI BED; OR (11) VOLUNTARILY
DEPCSI TED AT COLLECTI ON PO NTS CO- LOCATED W TH A LAW ENFORCEMENT AGENCY;
PROVI DED, HOWEVER, THAT "UNWANTED DRUG' SHALL NOT | NCLUDE: (A) WASTE OR
UNUSED DRUG PRODUCTS FROM A PHARVACY, HOSPI TAL OR HEALTH CLI NI C OR OTHER
COMVERCI AL SOURCES THAT THE DEPARTMENT, BASED UPON RECOMMENDATI ONS FROM
THE DEPARTMENT OF HEALTH, MAY DETERM NE BY REGULATION TO BE A NONRESI -
DENTI AL SOURCE; OR (B) DRUG PRODUCTS SEI ZED BY LAW ENFORCEMENT OFFI CERS
IN THE COURSE OF THEI R LAW ENFORCEMENT DUTI ES.

2. (A ANY PHARVACEUTI CAL PRODUCT MANUFACTURER SELLI NG OR DI STRI BUTI NG
A COVERED DRUG TO CONSUMERS I N THE STATE, WHETHER DI RECTLY OR THROUGH A
VWHOLESALER, RETAI LER OR OTHER AGENT, SHALL: (1) OPERATE A DRUG STEWARD-
SHI P PROGRAM APPROVED BY THE DEPARTMENT | NDI VI DUALLY OR JO NTLY WTH
OTHER MANUFACTURERS; (I1)ENTER INTO AN AGREEMENT WTH A STEWARDSHI P
ORGANI ZATI ON THAT SHALL OPERATE A DRUG STEWARDSHI P PROGRAM APPROVED BY
THE DEPARTMENT; OR (I111) ENTER | NTO AN AGREEMENT W TH THE DEPARTMENT TO
OPERATE AN ALTERNATI VE PLAN UNDER SUBDI VI SION SI X OF THI S SECTI ON.

(B) THE DEPARTMENT, | N CONSULTATION WTH THE DEPARTMENT OF HEALTH,
SHALL ESTABLISH A PROCESS, PURSUANT TO REGULATI ON, TO REVI EW APPLI CA-
TI ONS FOR APPROVAL AND RENEWAL OF A MANUFACTURER S DRUG STEWARDSHI P
PROGRAM  THE DEPARTMENT SHALL CONSULT WTH THE OFFI CE OF ALCOHOLI SM AND
SUBSTANCE ABUSE SERVI CES AND OTHER | NTERESTED PARTI ES | N DEVELOPI NG THE
REQUI REMENTS OF A DRUG STEWARDSHI P PROGRAM

(© EACH OPERATOR OF A DRUG STEWARDSHI P PROGRAM SHALL FI LE AN ANNUAL
VWRI TTEN REPORT TO THE DEPARTMENT DESCRI Bl NG THE PROGRAM S ACTI VI TI ES FOR
THE PRI OR YEAR AND THE VOLUME AND TYPE OF UNWANTED DRUGS COLLECTED NOT
LATER THAN MARCH FI RST.

(D) THE DEPARTMENT SHALL REVIEW FOR RENEWAL EACH DRUG STEWARDSHI P
PROGRAM AT A FREQUENCY TO BE DETERM NED BY THE DEPARTMENT PURSUANT TO
REGULATI ON.

(E) THE DEPARTMENT SHALL PUBLI SH AND MAKE PUBLI CLY AVAI LABLE A LI ST
AND DESCRI PTI ON OF EACH APPROVED DRUG STEWARDSH P PROGRAM AND SHALL
REGULARLY UPDATE THI S LI ST.

3. A MANUFACTURER OR STEWARDSHI P ORGANI ZATI ON SEEKI NG APPROVAL FOR A
DRUG STEWARDSHI P PROGRAM SHALL SUBM T, IN A MANNER AND FORM DETERM NED
BY THE DEPARTMENT PURSUANT TO REGULATI ONS DEVELOPED, | N CONSULTATI ON
W TH THE DEPARTMENT OF HEALTH, A PLAN THAT MEETS, BUT IS NOT LI M TED TG,
THE FOLLOW NG REQUI REMENTS:

(A) |1 DENTI FI CATI ON OF ALL PARTI Cl PATI NG MANUFACTURERS;

(B) A COLLECTION SYSTEM TO PROVIDE CONVEN ENT, ONGO NG COLLECTION
SERVI CES TO ALL PERSONS SEEKI NG TO DI SPOSE OF UNWANTED DRUGS; PROVI DED,
HOANEVER, THAT THE COLLECTI ON SYSTEM MAY ACCEPT ANY COVERED DRUG AND ANY
OTHER PRESCRI PTION DRUG IN A PI LL FORMJLATI ON REGARDLESS OF I TS SCHED-
ULE, BRAND OR SOURCE OF MANUFACTURE; PROVIDED FURTHER, THAT THE
COLLECTI ON SYSTEM SHALL I NCLUDE TWO METHODS AS RECOWENDED BY THE
DEPARTMENT, WHI CH MAY | NCLUDE, BUT NOT BE LIMTED TOG. (1) A MAlL-BACK
PROGRAM THAT PROVI DES PREPAI D AND PREADDRESSED PACKAG NG FOR A PHARMACY
TO DI STRI BUTE WHEN FI LLI NG A PRESCRI PTION FOR A COVERED DRUG OR UPON
REQUEST BY A CONSUMER;, (11) COLLECTION KIOSKS; (I111) DROP-OFF DAY EVENTS
AT REG ONAL LOCATIONS; OR (1V) ANY OTHER METHOD RECOMVENDED PURSUANT TO
UNI TED STATES DRUG ENFORCEMENT ADM NI STRATI ON GUI DELI NES;



Co~NOoOUIT~hWNE

A. 10298 3

(© ADEQUATE PROVI SIONS FOR THE SECURI TY OF UNWANTED DRUGS THROUGHOUT
THE COLLECTI ON PROCESS AND THE SAFETY OF ANY PERSON | NVOLVED | N MONI TOR-
I NG STAFFI NG OR SERVI CI NG THE STEWARDSHI P PROGRAM

(D) A PLAN FOR PUBLI C QUTREACH AND EDUCATI ON ABOUT THE DRUG STEWARD-
SHI P PROGRAM

(E) A PLAN FOR THE MANUFACTURER OR STEWARDSHI P ORGANI ZATI ON THAT
PROVI DES THE OPERATI ONAL AND ADM NI STRATI VE COSTS ASSCClI ATED W TH THE
PROGRAM PROVI DED, HOWNEVER, THAT NO PO NT- OF- SALE, PO NT- OF- COLLECTI ON,
PROCESSI NG FEES OR OTHER DRUG COST | NCREASES MAY BE CHARGED TO | NDI VI D-
UAL CONSUMERS TO RECOUP PROGRAM COSTS;

(F) AN ATTESTATI ON THAT THE PROGRAM SHALL COWMPLY WTH ALL APPLI CABLE
STATE AND FEDERAL REQUI REMENTS FOR THE COLLECTI ON, SECURI TY, TRANSPORT
AND DI SPOSAL OF DRUG PRODUCTS, | NCLUDI NG ANY REQUI REMENTS ESTABLI SHED BY
RULE OR REGULATI ON OF ElI THER THE UNI TED STATES DRUG ENFORCEMENT ADM NI S-
TRATI ON OR THE UNI TED STATES ENVI RONMENTAL PROTECTI ON AGENCY; AND

(G ANY OTHER REQUI REMENTS ESTABLI SHED BY THE DEPARTMENT PURSUANT TO
REGULATI ON  FOR THE SAFE AND EFFECTI VE ADM NI STRATI ON OF A DRUG STEWARD-
SHI P PROGRAM

4. (A) THE DEPARTMENT SHALL SEND A NOTI CE TO A PHARMACEUTI CAL PRODUCT
MANUFACTURER THAT SELLS OR DI STRI BUTES A COVERED DRUG I N THE STATE THAT
HAS NOT SUBM TTED AN APPLI CATI ON FOR APPROVAL UNDER SUBDI VI SION TWO OF
TH'S SECTION, | NFORM NG THE MANUFACTURER OF THE REQUI REMENTS TO COWPLY
WTH TH S SECTI ON. ANY MANUFACTURER | N RECEI PT OF A NOTI CE SHALL SUBM T
AN APPL| CATI ON FOR APPROVAL UNDER SUBDI VI SION TWO OF THI'S SECTI ON W THI N
ONE HUNDRED EI GHTY CALENDAR DAYS OF RECEI PT OF SUCH | NI TI AL NOTI CE.

(B) UPON BECOM NG AWARE THAT A PHARMACEUTI CAL PRODUCT MANUFACTURER HAS
DI SCONTINUED | TS DRUG STEWARDSH P PROGRAM OR HAS ALTERED THE PROGRAM
SUCH THAT THE PROGRAM NO LONGER FULFILLS THE REQUI REMENTS OF THI'S
SECTI ON, THE DEPARTMENT SHALL SEND A NOTI CE OF NONCOWPLI ANCE TO THE
MANUFACTURER. A MANUFACTURER I N RECEIPT OF A NOTICE OF NONCOWPLI ANCE
SHALL TAKE ALL REQUI RED CORRECTI VE STEPS TO REESTABLI SH COVPLI ANCE W TH
TH'S SECTION OR SUBM T A WRI TTEN APPEAL OF THE NOTI CE OF NONCOWPLI ANCE
TO THE DEPARTMENT W THI N NI NETY DAYS OF RECEI PT OF THE NOTI CE OF NONCOW
PLI ANCE.

(© | F AFTER CONSI DERATI ON OF AN APPEAL OR | F THE MANUFACTURER DCES
NOT APPEAL W THI N NI NETY DAYS OF RECEI PT OF THE NOTI CE OF NONCOWPLI ANCE
THE DEPARTMENT DETERM NES THAT THE MANUFACTURER CONTINUES TO BE I N
NONCOVPLI ANCE W TH THI S SECTI ON, THE DEPARTMENT MAY ASSESS THE MANUFAC-
TURER A PENALTY AFTER A HEARI NG AND AN OPPORTUNI TY TO BE HEARD. | F THE
DEPARTMENT PLANS TO ASSESS A NONCOWPLI ANCE PENALTY AGAI NST A MANUFACTUR-
ER PURSUANT TO THI S SUBDI VI SI ON, THE DEPARTMENT SHALL SEND NOTI CE OF THE
PENALTY AND THE RI GHT TO APPEAL THE PENALTY TO THE MANUFACTURER.

5. (A) ANY REQUI REMENTS OR REGULATI ONS, MAY EXCEED, BUT SHALL NOT
CONFLI CT WTH, ANY OBLI GATI ONS | MPOSED ON A MANUFACTURER BY A RI SK EVAL-
UATION AND M TI GATI ON STRATEGY APPROVED BY THE UNI TED STATES FOOD AND
DRUG ADM NI STRATI ON.

(B) NOTHING IN THI'S SECTI ON SHALL REQUI RE A PHARMACY OR A PHARMACI ST
PRACTICING I N A RETAIL SETTI NG TO PARTI Cl PATE I N THE COLLECTI ON, SECUR-
I NG TRANSPORT OR DI SPOSAL OF UNWANTED DRUGS UNLESS THE PHARVACY CERTI -
FIES, IN WRITING THAT TH S PARTI Cl PATI ON | S VOLUNTARY.

6. (A THE DEPARTMENT SHALL, | N CONSULTATI ON W TH THE DEPARTMENT OF
HEALTH AND THE OFFI CE OF ALCOHOLI SM AND SUBSTANCE ABUSE SERVI CES PURSU-
ANT TO RULES AND REGULATI ONS, DEVELOP, PURSUANT TO REGULATI ON, AN ALTER-
NATI VE PLAN TO THE DRUG STEWARDSHI P PROGRAM ESTABLI SHED UNDER SUBDI VI -
SIONS TWO THROUGH FI VE OF THI'S SECTI ON, I NCLUSIVE. A MANUFACTURER WHO
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OPTS |INTO A PLAN ESTABLI SHED UNDER SUCH RULES AND REGULATI ONS SHALL BE
EXEMPT FROM SUBDI VI SI ON TWO THROUGH FI VE OF THI' S SECTI ON, | NCLUSI VE.

(B) A PLAN ESTABLI SHED UNDER THI S SUBDI VI SI ON MAY PERM T CONTRI BUTI ONS
BY MANUFACTURERS TO THE CHEM CAL DEPENDENCE SERVI CE FUND ESTABLI SHED | N
SECTI ON NI NETY- SEVEN- W OF THE STATE FI NANCE LAW AND THE ENVI RONMVENTAL
PROTECTI ON FUND ESTABLI SHED | N SECTI ON NI NETY- TWO-S OF THE STATE FI NANCE
LAW [IN A MANNER DETERM NED BY THE DEPARTMENT PURSUANT TO REGULATI ON;
PROVI DED, HOWEVER NOT MORE THAN FI FTY PERCENT OF ANY ONE CONTRI BUTI ON
MAY BE CONTRIBUTED TO ANY ONE FUND. A MANUFACTURER PARTI CI PATING IN A
PLAN ESTABLI SHED UNDER THI S SUBDI VI SI ON SHALL NOT PASS THE COST OF ANY
CONTRI BUTI ON ON TO THE CONSUMER OR A HEALTH | NSURANCE CARRI ER

S 2. This act shall take effect on the one hundred twentieth day after
it shall have becone a | aw, provided, however, that effective i Mmedi at e-
ly, the addition, anendnment and/or repeal of any rule or regul ation
necessary for the inplenmentation of this act on its effective date are
authorized and directed to be made and conpleted on or before such
effective date.



