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2013- 2014 Regul ar Sessi ons
I N ASSEMBLY
January 17, 2013

I ntroduced by M of A GOITFRI ED, GALEF, DI NOW TZ, PAULIN, CAHI LL, COX
BRENNAN, ROSENTHAL, ENGLEBRIGHT -- Milti-Sponsored by -- M of A
BOYLAND, COLTON, FARRELL, GABRYSZAK, JAFFEE, LAVINE, MAISEL, M LLMAN
-- read once and referred to the Conmttee on Health

AN ACT to amend the public health law, in relation to reducing health
ri sks involved with receipt, handling and distribution of sanples of
prescription drug products

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

Section 1. The public health law is anended by adding a new article
33-B to read as foll ows:
ARTI CLE 33-B
THE PRESCRI PTI ON DRUG SAMPLE SAFETY ACT
SECTI ON 3398. REQUI REMENTS FOR THE SAFE HANDLI NG OF PRESCRI PTI ON DRUG
SAMPLES.

S 3398. REQUI REMENTS FOR THE SAFE HANDLING OF PRESCRIPTION DRUG
SAMPLES. 1. A PERSON AUTHORI ZED TO DI SPENSE DRUGS PURSUANT TO PARAGRAPH
B OF SUBDI VI SION ONE OF SECTI ON Sl XTY- El GHT HUNDRED SEVEN OF THE EDUCA-
TI ON LAW SHALL ESTABLI SH AND ADHERE TO THE FOLLOW NG PROCEDURES AND
REQUI REMENTS REGARDI NG THE HANDLI NG OF SUCH DRUGS

(A) SAMPLES SHALL BE PROPERLY LOGGED I N (I NCLUDI NG | DENTI FI CATI ON OF
THE MANUFACTURER OR ENTITY SUPPLYING OR PROVIDING SUCH SAMPLES, THE
DATE, TYPE AND THE AMOUNT OF DRUG RECEI VED AND EXPI RATI ON DATES, |F
ANY), LABELED, STORED, SECURED AND TRACKED TO PREVENT UNAUTHORI ZED
ACCESS AND LGCsSS;

(B) PRESCRIBERS SHALL MAI NTAI N DOCUMENTATI ON OF THE DI STRI BUTI ON OF
SAMPLES | N PATI ENTS' MEDI CAL RECORDS, | NCLUDING THE DATE, TYPE, AND
AMOUNT DI SPENSED, AND OBTAI N THE | NFORMED CONSENT OF PATI ENTS RECEI VI NG
SAMPLE PRODUCTS;

(© SAMPLES SHALL BE LABELED W TH APPROPRI ATE PRESCRI Bl NG | NFORMATI ON

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(D) PRESCRI BERS SHALL REGULARLY REVI EW SAMPLE EXPI RATI ON DATES AND
REMOVE OUTDATED PRODUCTS;

(E) PRESCRIBERS SHALL MAI NTAI N PROPER DOCUMENTATI ON OF RECI Pl ENTS OF
SAMPLE PRODUCTS FOR PATIENT CONTACT IN THE EVENT OF A RECALL OR
LATER- DI SCOVERED | NTERACTI ON WARNI NG AND

(F) PRESCRI BERS SHALL MAI NTAIN A RECORD OF THE DI SPOSAL, DESTRUCTI ON,
OR RETURN OF EXPI RED OR RECALLED SAMPLE PRODUCTS.

2. THE COW SSI ONER SHALL PROMULGATE REGULATI ONS NECESSARY TO | MPLE-
MENT AND ENFORCE THI S SECTI ON.

S 2. This act shall take effect on the one hundred eightieth day after
it shall have becone a | aw.



