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STATE OF NEW YORK

6478
2013- 2014 Regul ar Sessi ons
I N ASSEMBLY
April 1, 2013

Introduced by M of A D PIETRO, GOODELL -- Milti-Sponsored by -- M of
A. STEC -- read once and referred to the Conmttee on Health

AN ACT to anend the public health law, in relation to disclosure of
certain gifts provided by drug manufacturers or whol esalers to health
care providers

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

Section 1. Article 2 of the public health Iaw is anmended by adding a
new title 6 to read as foll ows:

TI TLE VI
NEW YORK STATE PHARMACEUTI CAL DRUG MANUFACTURER AND
VWHOLESALER DI SCLOSURE ACT
SECTI ON 266. LEG SLATI VE | NTENT.
266- A. DEFI NI TI ONS.
266- B. DI SCLOSURE REQUI REMENTS.
266- C. ANNUAL CONSUMER GUI DE ON PHARMACEUTI CAL DRUG MANUFACTURER
AND WHOLESALER G FTS TO HEALTH CARE PROVI DERS.
266- D. PENALTI ES.
266- E. RULES AND REGULATI ONS.

S 266. LEGQ SLATI VE | NTENT. THE LEGQ SLATURE FI NDS THAT THE COST OF
PRESCRI PTI ON DRUGS I N THE UNI TED STATES HAS GROWN DRAMATI CALLY. ACCORD-
ING TO THE CENTERS FOR DI SEASE CONTROL, SPENDI NG ON RETAI L PRESCRI PTI ON
DRUGS IN THE UNI TED STATES MORE THAN TRIPLED FROM FIFTEEN BILLI ON
DOLLARS | N N NETEEN HUNDRED EIGHTY-TWO TO FORTY-EIGHT BILLION TWO
HUNDRED M LLI ON DOLLARS I N NI NETEEN HUNDRED NI NETY- TWO, THEN MORE THAN
TRIPLED AGAIN TO ONE HUNDRED S| XTY-TWO Bl LLI ON FOUR HUNDRED M LLI ON
DOLLARS | N TWO THOUSAND TWO. | N PER CAPI TA TERMS, RETAIL PRESCRI PTION
DRUGS SPENDI NG | NCREASED FROM SI XTY-FOUR DOLLARS | N NI NETEEN HUNDRED
El GHTY- TWO TO FI VE HUNDRED SI XTY- NI NE DOLLARS I N TWO THOUSAND TWO. I'N
TWO THOUSAND FIVE, SPENDING ON PHARMACEUTI CALS ROSE TO TWO HUNDRED
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FI FTY-ONE BI LLI ON El GHT HUNDRED M LLI ON DOLLARS. WH LE THE AVAI LABI LI TY
OF USEFUL NEW DRUGS TO TREAT CHRONI C CONDI TI ONS SUCH AS HEART DI SEASE,
HYPERTENSI ON AND DEPRESSI ON ACCOUNTS FOR MJUCH OF THE | NCREASED SPENDI NG,
THERE |S WDESPREAD CONCERN ABOQUT THE | MPACT AGGRESSI VE MARKETI NG BY
DRUG MANUFACTURERS AND VWHOLESALERS HAS HAD ON DRUG COSTS AND PRESCRI Bl NG
PATTERNS. I N ADDI TITON TO THE EXPLOSIVE GROMH IN DI RECT- TO- CONSUMER
ADVERTI SING  THESE MARKETI NG EFFORTS ARE OFTEN DI RECTED AT HEALTH CARE
PROVI DERS AND | NCLUDE G FTS, PARAPHERNALI A, TRI PS AND TRAVEL, FOOD AND
ENTERTAI NMVENT. A COWPETI TI VE MEDI A REPORTI NG STUDY FOUND THAT DRUG
COVPANI ES PROVI DED SEVEN BI LLI ON TWO HUNDRED M LLI ON DOLLARS WORTH OF
FREE SAMPLES TO PHYSICI ANS  OFFI CES | N NI NETEEN HUNDRED NI NETY- NI NE.
THE DRUG | NDUSTRY SPONSORED MORE THAN THREE HUNDRED FOURTEEN THOUSAND
PHYSI CI AN " EVENTS" | N TWO THOUSAND ONE, RANG NG FROM CATERED LUNCHES I N
HOSPI TAL CONFERENCE ROOMS TO WEEKEND GETAVWAYS AT RESORTS, NEARLY DOUBLE
THE NUMBER FOUR YEARS EARLIER  DRUG COVPANI ES SPENT SOVE TVENTY- TWO
Bl LLI ON DOLLARS | N MARKETI NG | N TWO THOUSAND THREE. ACCORDI NG TO THE
JOURNAL OF THE AMERI CAN MEDI CAL ASSCCl ATI ON, NI NETY PERCENT OF DRUG
COMPANY MARKETI NG IS DI RECTED AT PHYSI Cl ANS. ESTEEMED MEDI CAL  PUBLI CA-
TIONS SUCH AS THE JOURNAL OF THE AMERI CAN MEDI CAL ASSOCI ATI ON AND THE
BRI TI SH MEDI CAL JOURNAL PRODUCED STUDI ES THAT SUGGEST THESE MARKETI NG
ACTI VI TI ES DO | NFLUENCE HEALTH CARE PROVI DERS' DECI SI ONS ON PRESCRI PTI ON
DRUGS, AND I N WAYS THAT ARE NOT THE BEST FOR PATI ENTS OR THE HEALTH CARE
SYSTEM | TSELF. THE LEGQ SLATURE RECOGNI ZES THAT DRUG MANUFACTURERS AND
VWHOLESALERS ARE FREE TO USE ANY LEGAL SALES AND MARKETI NG TECHNI QUES TO
PROMOTE THEI R PRODUCTS. BUT THE LEGQ SLATURE ALSO FI NDS THAT THE CONSUM
ERS HAVE A RI GAT TO KNOW WHAT d FTS, IF ANY, THEI R HEALTH CARE PROVI DERS
ARE RECEI VI NG FROM MANUFACTURERS AND WHOLESALERS, |IN ORDER THAT THEY
M GHT MAKE |INFORMED AND  COST-EFFECTIVE  DECISIONS ABOUT THEIR
PRESCRI PTI ON DRUG EXPENDI TURES.

S 266-A. DEFINITIONS. AS USED IN THI'S TI TLE, THE FOLLOW NG TERMS SHALL
HAVE THE FOLLOW NG MEANI NGS:

1. "APPROVED CLI NI CAL TRI AL" MEANS A CLINICAL TRIAL THAT HAS BEEN
APPROVED BY THE U S. FOOD AND DRUG ADM NI STRATI ON (FDA) OR HAS BEEN
APPROVED BY A DULY CONSTI TUTED | NSTI TUTI ONAL REVIEW BQOARD (I RB) AFTER
REVIEWNG AND EVALUATING IT IN ACCORDANCE WTH THE HUMAN SUBJECT
PROTECTI ON STANDARDS SET FORTH AT 21 C. F. R PART 50, 45 C.F. R PART 46,
OR AN EQUI VALENT SET OF STANDARDS OF ANOTHER FEDERAL AGENCY.

2. "BONA FIDE CLINCAL TRI AL" MEANS AN APPROVED CLI NI CAL TRI AL THAT
CONSTI TUTES " RESEARCH' AS THAT TERM IS DEFINED IN 45 C F. R S 46.102
WHEN THE RESULTS OF THE RESEARCH CAN BE PUBLI SHED FREELY BY THE | NVESTI -
GATOR AND REASONABLY CAN BE CONSI DERED TO BE OF | NTEREST TO SCI ENTI STS
OR MEDI CAL PRACTI TI ONERS WORKI NG | N THE PARTI CULAR FI ELD OF | NQUI RY.

3. "CLINICAL TRI AL" MEANS ANY STUDY ASSESSI NG THE SAFETY OR EFFI CACY
OF DRUGS ADM NI STERED ALONE OR | N COVBI NATI ON W TH OTHER DRUGS OR OTHER
THERAPI ES, OR ASSESSI NG THE RELATI VE SAFETY OR EFFICACY OF DRUGS I[N
COVPARI SON W TH OTHER DRUGS OR OTHER THERAPI ES.

4. "DRUGS' SHALL HAVE THE SAVE MEANI NG AS SET FORTH I'N SUBDI VI SI ON
SEVEN OF SECTI ON SI X THOUSAND EI GHT HUNDRED TWO OF THE EDUCATI ON LAW

5. "HEALTH CARE PROVI DER" MEANS ANY PHYSI CIl AN OR OTHER PERSON WHO IS
LEGALLY AUTHCRI ZED TO PRESCRI BE DRUGS.

6. "PHARMACEUTI CAL DRUG MANUFACTURER' MEANS A PERSON WHO COMPOUNDS,
M XES, PREPARES, PRODUCES AND BOTTLES OR PACKS DRUGS FOR THE PURPCSE OF
DI STRIBUTI NG OR SELLING TO PHARVACI ES OR TO OTHER CHANNELS OF DI STRI B-
UTI ON.

7. "PHARVACEUTI CAL DRUG WHOLESALER' MEANS A PERSON WHOSE PRI MARY BUSI -
NESS PURPCSE IS TO BOTTLE, PACK OR PURCHASE DRUGS FOR THE PURPCSE OF
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SELLING OR RESELLING TO PHARVACI ES OR TO OTHER CHANNELS AS PROVI DED | N
TH'S TI TLE.

8. "PHARMACY" SHALL HAVE THE SAME MEANI NG AS SET FORTH I'N SUBDI VI SI ON
ONE OF SECTI ON SI X THOUSAND EI GHT HUNDRED TWO OF THE EDUCATI ON LAW

9. "UNRESTRI CTED GRANT" MEANS ANY G FT, PAYMENT, SUBSIDY, OR OTHER
ECONOM C BENEFIT TO AN EDUCATI ONAL | NSTI TUTI ON, PROFESSI ONAL ASSQOCI -
ATI ON, HEALTH CARE FACILITY, OR GOVERNMENTAL ENTITY WH CH DCES NOT
| MPOSE ANY RESTRICTIONS ON THE USE OF THE GRANT, SUCH AS FAVORABLE
TREATMENT OF A CERTAI N PRODUCT OR AN ABI LITY OF THE MARKETER TO CONTROL
OR | NFLUENCE THE PLANNI NG CONTENT, OR EXECUTI ON OF THE EDUCATI ON ACTI V-
I TY.

S 266-B. DI SCLOSURE REQUI REMENTS. 1. ANY PHARMACEUTI CAL DRUG MANUFAC-
TURER OR PHARVACEUTI CAL DRUG VWHOLESALER, | NCLUDI NG ANY EMPLOYEE OR AGENT
OF SUCH MANUFACTURER OR VWHOLESALER, THAT MAKES ANY G FT WHETHER IN THE
FORM OF MONEY, SERVICE, LOAN, TRAVEL, ENTERTAI NMVENT, HOSPI TALITY, THI NG
OR PROM SE, OR I N ANY OTHER FORM TO A HEALTH CARE PROVI DER SHALL REPORT
THE G FT TO THE COMM SSI ONER | N THE MANNER SET FORTH I N SUBDI VI SION  TWO
OF TH S SECTI ON.

2. ANY PHARVACEUTI CAL DRUG MANUFACTURER OR PHARMACEUTI CAL DRUG WHOLE-
SALER WHO MAKES AT LEAST ONE G FT UNDER SUBDI VI SION ONE OF THI'S SECTI ON
SHALL FILE WTH THE COW SSI ONER AN ANNUAL REPCORT, DUE NO LATER THAN
JUNE FI RST OF EACH YEAR, BEG NNING IN TWO THOUSAND THI RTEEN, OF ALL
G FTS MADE BY THE MANUFACTURER OR WHOLESALER TO HEALTH CARE PROVI DERS.

3. SUCH ANNUAL REPORT SHALL CONTAIN. (A) THE NAME, ADDRESS AND TELE-
PHONE NUMBER OF THE PHARMACEUTI CAL DRUG MANUFACTURER OR WHOLESALER, (B)
AN | TEM ZED LIST CONTAI NING A DESCRI PTI ON OF EACH G FT FALLI NG UNDER
SUBDI VI SION ONE OF THI'S SECTI ON AND THE NAME, ADDRESS AND TELEPHONE
NUMBER OF THE HEALTH CARE PROVI DER WHO RECEI VED EACH d FT; (C) THE MONE-
TARY VALUE OF EACH G FT; AND (D) SUCH OTHER | NFORVATI ON AS DEEMED NECES-
SARY BY THE COWM SSI ONER FOR COWPLI ANCE WTH THI S ARTI CLE.

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

(A) THE PAYMENT OF REASONABLE COWPENSATION AND RElI 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, RESI DENTS AND
FELLOAS TO ATTEND A SI GNI FI CANT EDUCATI ONAL, SCI ENTI FI C, OR POLI CY- MAK-
I NG CONFERENCE OF A NATI ONAL, REG ONAL, OR SPECI ALTY MEDICAL OR OTHER
PROFESSI ONAL  ASSOCI ATION | F THE RECI PI ENT OF THE SCHOLARSH P OR OTHER
SUPPCRT | S SELECTED BY THE ASSOCI ATI ON;

(D) UNRESTRI CTED GRANTS FOR CONTI NUI NG MEDI CAL EDUCATI ON PROGRAMS;

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

(F) FREE SAMPLES OF DRUGS.

S 266-C. ANNUAL CONSUMER GUI DE ON PHARVACEUTI CAL DRUG MANUFACTURER AND
VWHOLESALER @ FTS TO HEALTH CARE PROVI DERS. 1. NO LATER THAN SEPTEMBER
FI RST OF EACH YEAR, BEG NNI NG I N TWO THOUSAND THI RTEEN, THE COVWM SSI ONER
SHALL PUBLISH AND MAKE AVAILABLE, FREE OF CHARGE TO THE PUBLIC, A
CONSUMER GUI DE ON @ FTS PROVI DED BY PHARVACEUTI CAL  DRUG MANUFACTURERS
AND WHOLESALERS TO HEALTH CARE PROVI DERS. SUCH GUI DE SHALL CONTAI'N ALL
OF THE | NFORVATI ON PROVI DED | N THE ANNUAL REPORT REQUI RED BY SECTI ON TWO
HUNDRED SI XTY-SI X-B OF TH'S TI TLE AND THE | NFORVATI ON SHALL BE WRI TTEN
N PLAIN LANGUAGE | N A CLEAR AND UNDERSTANDABLE FORIVAT.

2. THE COW SSI ONER SHALL PROVI DE FOR THE ADEQUATE DI STRI BUTI ON AND
AVAI LABI LI TY OF THE CONSUMER GUI DE ON PHARVACEUTI CAL DRUG MANUFACTURER
AND WHOLESALER G FTS TO HEALTH CARE PROVI DERS. APPROPRI ATE COPI ES OF
THE GUI DE SHALL BE TRANSM TTED TO THE OFFI CE FOR THE AG NG FOR DI STRI B-
UTI ON AT EVERY OFFI CE FOR THE AG NG | N THE STATE, TO EVERY COUNTY OFFI CE
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FOR THE AG NG IN THE STATE AND TO THE COWM SSI ONER OF EDUCATI ON FOR
DI STRI BUTI ON TO EVERY PUBLI C LI BRARY | N THE STATE WHERE COPIES OF THE
GUI DE SHALL BE MADE AVAI LABLE FREE OF CHARGE TO THE PUBLI C. THE COWM S-
SI ONER SHALL ALSO POST THE GUI DE ON THE DEPARTMENT' S | NTERNET WEBSI TE.

S 266-D. PENALTIES. 1. THE COW SSI ONER MAY | MPCSE A ClI VIL PENALTY
FOR FAILURE TO FILE A TI MELY REPORT AS REQUI RED BY SECTION TWDO HUNDRED
SI XTY-SIX-B OF TH'S TITLE IN AN AMOUNT UP TO FI FTY DOLLARS A DAY UNTI L
SUCH REPORT IS FI LED OR THREE THOUSAND DOLLARS, WH CHEVER | S LESS.

2. ANY PERSON VWHO VI OLATES ANY OTHER PROVI SION OF THI'S TI TLE SHALL BE
SUBJECT TO A CVIL PENALTY IN AN AMOUNT NOT TO EXCEED THREE THOUSAND
DOLLARS FOR EACH VI OLATI ON. THE COVM SSI ONER | S AUTHORI ZED TO ASSESS THE
ClVIL PENALTY UNDER THI' S SECTI ON PURSUANT TO SECTION TWELVE OF TH'S
CHAPTER.

S 266-E. RULES AND REGULATIONS. THE COW SSI ONER | S AUTHORI ZED TO
PROMULGATE RULES AND REGULATI ONS AS DEEMED NECESSARY TO CARRY QOUT AND
ENFORCE THE PROVI SIONS OF THI S TI TLE.

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



