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STATE OF NEW YORK

9881--A
I N ASSEMBLY
May 27, 2014

Introduced by M of A CUSICK -- read once and referred to the Commttee
on Higher Education -- commttee discharged, bill amended, ordered
reprinted as anmended and reconmtted to said comrttee

AN ACT to anend the public health law, in relation to the use of abuse-
deterrent technol ogy for opioids as a nechani smfor reduci ng abuse and
di versi on of opioid drugs

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

Section 1. The public health aw is anmended by adding a new section
3340 to read as foll ows:

S 3340. SUBSTITUTION OF OPI O DS W TH ABUSE- DETERRENT TECHNOLOGY. 1.
NOTW THSTANDI NG THE PROVI SI ONS OF SECTI ON S| XTY- El GHT HUNDRED SI XTEEN- A
O THE EDUCATI ON LAW NO PHARMACI ST SHALL | NTERCHANGE OR SUBSTI TUTE AN
OPI O D DRUG, BRAND OR GENERI C, OTHERW SE ELI G BLE FOR SUCH | NTERCHANGE
OR SUBSTI TUTION UNDER SUCH SECTION FOR AN OPlI O D DRUG | NCORPCORATI NG
ABUSE- DETERRENT TECHNOLOGY W THOUT:

(A) VERI FYI NG THAT THE DRUG TO BE SUBSTI TUTED | S AN OPI O D DRUG | NCOR-
PORATI NG ABUSE- DETERRENT TECHNOLOGY WTH THE SAME DEGREE (TIER) OF
FEDERAL FOOD AND DRUG ADM NI STRATI ON APPROVED LABELI NG CLAI M RELATED TO
ABUSE DETERRENCE AS THE PRESCRI BED OPI O D DRUG OR

(B) OBTAI NI NG WRI TTEN, SI GNED CONSENT FROM THE PRESCRI BI NG PHYSI Cl AN
FOR SUCH | NTERCHANGE OR SUBSTI TUTI ON.

2. A PRESCRIPTION SHALL NOT BE | SSUED OR FI LLED FOR ANY OPI O D DRUG
THAT |'S FORMULATED AS A NON-ABUSE DETERRENT OPIO D DRUG UNLESS AN
OPl O D DRUG | NCORPORATI NG ABUSE- DETERRENT TECHNOLOGY |'S NOT AVAI LABLE AS
A SUBSTI TUTE FOR THE | NDI CATED DRUG OR SUBSTANCE.

3. DEFINITIONS. AS USED IN THI S SECTI ON:

(A) "OPIOD DRUG'" MEANS A DRUG IN THE OPI O D DRUG CLASS PRESCRI BED TO
TREAT MODERATE TO SEVERE PAIN OR OTHER CONDI TI ONS, WHETHER I N | MVEDI ATE
RELEASE OR EXTENDED RELEASE FORM AND WHETHER OR NOT COMBI NED W TH OTHER
DRUG SUBSTANCES TO FORM A SI NGLE TABLET OR OTHER DOSAGE FORM

(B) "OPI O D DRUG | NCORPORATI NG ABUSE- DETERRENT TECHNOLOGY" MEANS AN
OPI O D DRUG APPROVED AS SUCH BY THE FEDERAL FOOD AND DRUG ADM NI STRATI ON
W TH LABELI NG CLAI M5 RELATED TO ABUSE- DETERRENCE BASED UPON AN APPLI CA-

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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TI ON THAT | NCLUDES LABORATORY, PHARMACOKI NETIC, CLIN CAL ABUSE POTEN-
TI AL, AND/ OR POST MARKETI NG STUDI ES.

(© "I NTERCHANGE OR SUBSTI TUTI ON OF AN OPI O D DRUG' MEANS THE SUBSTI -
TUTI ON OF ANY OPI O D DRUG, BRAND OR GENERIC, FOR THE OPI O D DRUG | NCOR-
PORATI NG AN ABUSE- DETERRENT TECHNOLOGY ORI G NALLY PRESCRI BED, AS DETER-
M NED TO BE PHARMACEUTI CALLY AND THERAPEUTI CALLY EQUI VALENT BY THE
FEDERAL FOOD AND DRUG ADM NI STRATI ON OR STATE BOARD OF PHARMACY TO THE
PRESCRI BED DRUG. ANY SUBSTI TUTABLE OPI O D DRUG SHALL CONTAIN THE SAME
OPI O D ACTI VE PHARMACEUTI CAL | NGREDI ENT AND THE SAME DRUG RELEASE CHAR-
ACTERISTICS WTH REGARD TO | MVEDI ATE RELEASE, OR EXTENDED
RELEASE/ LONG- ACTI NG PROPERTI ES.

(D) "PHARMACI ST" | NCLUDES ANY PHARVACI ST DI SPENSI NG DRUGS UNDER THE
JURI SDI CTI ON OF THE STATE BOARD OF PHARMACY, | NCLUDING BUT NOT LIMTED
TO, COMMUNI TY PHARMACI STS, PHARMACI STS | N HOSPI TAL- BASED PHARVACI ES WHEN
FI LLI NG PRESCRI PTI ONS FOR | NPATI ENT OR OUTPATI ENT CARE, AND PHARMACI STS
I N MAI L ORDER PHARMACI ES LI CENSED BY THE STATE TO DISTRIBUTE IN THE
STATE.

(E) "ABUSE- DETERRENT TECHNOLOGY OR FORMULATI ON' MEANS THE FRAMEWORK OF
ABUSE- DETERRENT PROPERTIES, AS DESCRI BED BY THE FEDERAL FOOD AND DRUG
ADM NI STRATI ON.

(F) "LABELING CLAIMS FOR OPIO D DRUGS | NCORPORATI NG ABUSE- DETERRENT
TECHNOLOA ES* MEANS THE FOUR GENERAL TIERS OR CLAIMS AVAI LABLE TO
DESCRI BE THE POTENTI AL ABUSE DETERRENT PROPERTIES FOR A DRUG AS
DESCRI BED BY THE FEDERAL FOOD AND DRUG ADM NI STRATI ON.

S 2. This act shall take effect imediately.



