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STATE OF NEW YORK

3156
2009- 2010 Regul ar Sessi ons
I N SENATE
March 12, 2009

Introduced by Sen. MONSERRATE -- read twi ce and ordered printed, and
when printed to be commtted to the Commttee on Consuner Protection

AN ACT to anend the general business law, in relation to disclosure of
certain gifts provided by pharmaceutical manufacturers or nedi cal
devi ce manufacturers to health care providers

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

Section 1. The general business |law is anended by adding a new article

38-B to read as foll ows:
ARTI CLE 38-B
PHARMACEUTI CAL MANUFACTURERS AND MEDI CAL
DEVI CE MANUFACTURERS; DI SCLOSURE

SECTI ON 825. DEFI NI Tl ONS.

826. DI SCLOSURE REQUI REMENTS.

827. PENALTI ES.

828. RULES AND REGULATI ONS.

S 825. DEFINITIONS. AS USED IN THI S ARTI CLE, THE FOLLOW NG TERMS SHALL
HAVE THE FOLLOW NG MEANI NGS:

1. "PHARMACEUTI CAL MANUFACTURER' SHALL MEAN A PERSON VWHO COVPOUNDS,
M XES, PREPARES, PRODUCES AND BOTTLES OR PACKS DRUGS FOR THE PURPCSE OF
DI STRIBUTI NG OR SELLING TO PHARMACI ES OR TO OTHER CHANNELS OF DI STRI B-
UTI ON.

2. "MEDI CAL DEVI CE MANUFACTURER' SHALL MEAN A PERSON WHO MANUFACTURERS
AND PACKS, FOR THE PURPCSE OF DI STRIBUTING OR SELLING TO HEALTH CARE
PROVI DERS OR TO OTHER CHANNELS OF DI STRI BUTI ON:

(A ANY | NSTRUMENT, APPARATUS, | MPLEMENT, NMACHI NE, CONTRI VANCE,
| MPLANT, | N VI TRO REAGENT, OR OTHER SI M LAR OR RELATED ARTI CLE, | NCLUD-
ING A COWONENT PART, OR ACCESSORY WHICH IS | NTENDED FOR USE I N THE
DI AGNCSI S OF DI SEASE OR OTHER CONDI TIONS, OR IN THE CURE, M TI GATION,
TREATMENT, OR PREVENTI ON OF DI SEASE; OR

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(B) | NTENDED TO AFFECT THE STRUCTURE OR ANY FUNCTI ON OF THE BODY, AND
VWHI CH DOES NOT ACHI EVE ANY OF | TS PRI MARY |NTENDED PURPOSES THROUGH
CHEM CAL ACTION WTHIN OR ON THE BODY OF A PERSON AND WHICH IS NOT
DEPENDENT UPON BEI NG METABOLI ZED FOR THE ACH EVEMENT OF ANY OF ITS
PRI MARY | NTENDED PURPCSES.

S 826. DI SCLOSURE REQUI REMENTS. 1. ANY PHARMACEUTI CAL MANUFACTURER OR
MEDI CAL DEVI CE MANUFACTURER, | NCLUDI NG ANY EMPLOYEE OR AGENT OF SUCH
MANUFACTURER, THAT MAKES ANY G FT, WHETHER IN THE FORM OF MONEY,
SERVI CE, LOAN, TRAVEL, ENTERTAI NMENT, HOSPI TALITY, THI NG OR PROM SE, OR
IN ANY OTHER FORM TO A HEALTH CARE PROVI DER SHALL REPORT THE G FT TO
THE COWM SSI ONER OF HEALTH IN THE MANNER SET FORTH I N SUBDI VI SI ON TWO OF
THI S SECTI ON.

2. ANY PHARVACEUTI CAL MANUFACTURER OR MEDI CAL DEVI CE MANUFACTURER WHO
MAKES AT LEAST ONE G FT UNDER SUBDI VI SION ONE OF THI' S SECTI ON SHALL, ON
OR BEFORE JUNE FI RST, FILE WTH THE COW SSI ONER OF HEALTH AN ANNUAL
REPORT, OF ALL GFTS MADE BY SUCH MANUFACTURER TO SUCH HEALTH CARE
PROVI DER.

3. SUCH ANNUAL REPORT SHALL CONTAI N:

(A) THE NAVE, ADDRESS AND TELEPHONE NUMBER OF THE PHARMACEUTI CAL
MANUFACTURER OR MEDI CAL DEVI CE MANUFACTURER,

(B) AN | TEM ZED LI ST CONTAI Nl NG A DESCRI PTI ON OF EACH G FT SUBJECT TO
THE PROVI SI ONS OF SUBDI VI SION ONE OF THI' S SECTI ON;

(© THE NAVE, ADDRESS AND TELEPHONE NUMBER OF THE HEALTH CARE PROVI DER
VWHO RECEI VED EACH d FT;

(D) THE MONETARY VALUE OF EACH d FT; AND

(E) SUCH OTHER | NFORMATI ON AS | S DEEMED NECESSARY BY THE COWM SSI ONER
OF HEALTH FOR COWPLI ANCE WTH THI S ARTI CLE.

4. THE FOLLOW NG SHALL BE EXEMPT FROM DI SCLOSURE:

(A) THE PAYMENT OF REASONABLE COVWPENSATION AND REI MBURSEMENT OF
EXPENSES | N CONNECTI ON W TH BONA FI DE CLI NI CAL TRI ALS;

(B) ANY G FT THE VALUE OF WHICH | S LESS THAN SEVENTY- FI VE DOLLARS;

(©) SCHOLARSH P OR OTHER SUPPORT FOR MEDI CAL STUDENTS, RESIDENTS AND
FELLOAS TO ATTEND A SI GNI FI CANT EDUCATI ONAL, SCI ENTIFI C, OR POLI CY- MAK-
| NG CONFERENCE OF A NATI ONAL, REGQ ONAL, OR SPECI ALITY MEDICAL OR OTHER
PROFESSI ONAL ASSOCI ATION | F THE RECI Pl ENT OF THE SCHOLARSHI P OR OTHER
SUPPORT | S SELECTED BY THE ASSCCI ATI ON;

(D) UNRESTRI CTED GRANTS FOR CONTI NUI NG MEDI CAL EDUCATI ON PROGRAM S

(E) PRESCRI PTI ON DRUG REBATES AND DI SCOUNTS; AND

(F) FREE SAMPLES OF DRUGS.

S 827. PENALTIES. 1. THE COW SSI ONER OF HEALTH MAY |IMPCSE A CVIL
PENALTY FOR FAILURE TO FILE A TIMELY REPORT AS REQUI RED BY THI S ARTI CLE
IN AN AMOUNT UP TO FI FTY DOLLARS A DAY UNTIL SUCH REPORT IS FILED OR
THREE THOUSAND DOLLARS, WHI CHEVER | S LESS.

2.  ANY PERSON WHO VI OLATES ANY OTHER PROVI SI ON OF THI' S ARTI CLE SHALL
BE SUBJECT TO A CIVIL PENALTY I N AN AMOUNT NOT TO EXCEED THREE THOUSAND
DOLLARS FOR EACH VI OLATI ON.

S 828. RULES AND REGULATI ONS. THE COW SSI ONER OF HEALTH | S AUTHORI ZED
TO PROMULGATE RULES AND REGULATI ONS AS DEEMED NECESSARY TO CARRY OQUT AND
ENFORCE THE PROVI SI ONS OF THI S ARTI CLE.

S 2. This act shall take effect on the first of January next succeed-
ing the date on which it shall have becone a | aw



