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STATE OF NEW YORK

ST77
2009- 2010 Regul ar Sessi ons
I N ASSEMBLY
February 20, 2009

Introduced by M of A BRODSKY, SPANO -- read once and referred to the
Conmittee on Health

AN ACT to anend the public health law, in relation to requiring the
manufacturer or |abeler of each prescription drug to annually report
the marketing costs of such drug to the departnent of health

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

Section 1. Legislative intent. The Ilegislature hereby finds and
decl ares that the price of prescription drugs in this state and across
the nation has been increasing at an alarmng rate over the past decade.
Prescription drug costs are increasing at a faster rate than any ot her
conmponent of health care and are driving the increase in overall health
care cost. As is apparent by the ubiquitous nature of the marketing and
public information canpaigns relating to prescription drugs, pharnaceu-
tical manufacturers put a great deal of resources into marketing their
products. This has been especially true since the 1997 relaxation of
federal laws relating to prescription drug advertising. It is in the
interest of assisting this state in its role as a purchaser of
prescription drugs and adm nistrator of prescription drug prograns, to
enabl e the state to deternine the scope of prescription drug marketing
costs and their effect on the cost, utilization and delivery of health
care services, and thus further the role of this state as guardian of
the public interest.

S 2. Section 206 of the public health |aw is amended by addi ng a new
subdi vision 26 to read as foll ows:

26. THE COVMM SSI ONER |'S AUTHORI ZED AND DI RECTED TO REQUI RE MANUFACTUR-
ERS OR LABELERS OF PRESCRI PTI ON DRUGS, WHI CH DI SPENSE SUCH DRUGS IN THI S
STATE AND WHI CH EMPLOY, DI RECT OR UTI LI ZE MARKETI NG REPRESENTATIVES |IN
THE STATE, TO REPORT THE MARKETI NG COSTS OF EACH OF | TS PRESCRI PTI ON
DRUGS DI SPENSED IN THI S STATE.

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(A) DEFINITIONS. AS USED IN TH'S SUBDI VISION, UNLESS THE CONTEXT
CLEARLY | NDI CATES OTHERW SE, THE FOLLOW NG TERMS SHALL HAVE THE FOLLOW
I NG MEANI NGS:

(1) "LABELER' MEANS ANY PERSON OR ENTI TY, HAVING A LABELER CCDE FROM
THE FEDERAL FOOD AND DRUG ADM NI STRATI ON, THAT RECEIVES A PRESCRI PTI ON
DRUG FROM THE MANUFACTURER OR A WHOLESALER OF SUCH DRUG, AND REPACKAGES
SUCH DRUG TO BE DI SPENSED I N THI S STATE.

(1)  "MANUFACTURER' MEANS A MANUFACTURER OF PRESCRIPTION  DRUGS
DISPENSED |IN TH' S STATE, AND SHALL | NCLUDE THE SUBSI DI ARY OR AFFI LI ATE
OF SUCH MANUFACTURER.

(I'1r1) "MARKETI NG' MEANS ADVERTI SING AND PROMOTI ONAL ACTIVITIES FOR
PRESCRI PTION DRUGS DI SPENSED |IN TH S STATE | NCLUDI NG BUT NOT LI M TED
TO, THOSE ACTI VI TI ES DESCRI BED | N PARAGRAPH (B) OF THI' S SUBDI VI SI ON.

(B) MANNER OF REPORTING. ON OR BEFORE JULY FIRST EACH YEAR EVERY
MANUFACTURER AND LABELER SHALL FILE A REPORT W TH THE DEPARTMENT ON | TS
MARKETI NG ACTI VI TIES CONDUCTED IN THI'S STATE. SUCH REPORT SHALL BE
SUBM TTED | N SUCH FORM AND MANNER, AND | NCLUDE THE PAYMENT OF SUCH A FEE
AS SHALL BE DETERM NED BY THE COW SSI ONER. EACH SUCH REPORT SHALL
| NCLUDE THE VALUE, NATURE, PURPOSE AND RECI PI ENT OF MARKETI NG EXPENSES
I NCLUDI NG BUT NOT LIMTED TO

(1) ALL EXPENSES ASSOCI ATED W TH ADVERTI SI NG MARKETI NG AND DI RECT
PROMOTI ON OF PRESCRI PTI ON DRUGS THROUGH RADI O, TELEVI SI ON, MAGAZI NES,
NEWSPAPERS, DI RECT MAI L AND TELEPHONE COVMMUNI CATI ONS AS THEY PERTAIN TO
RESI DENTS OF THI S STATE;

(I'l) WTH REGARD TO ALL PROVI DERS OF HEALTHCARE SERVI CES REGULATED BY
THE DEPARTMENT UNDER THE PROVI SI ONS OF ARTI CLE TWENTY- EI GHT, THI RTY-SI X
OR FORTY-FOUR OF THI S CHAPTER, | NCLUDI NG HEALTH MAI NTENANCE ORGAN ZA-
TIONS ESTABLI SHED PURSUANT TO ARTI CLE FORTY- THREE OF THE | NSURANCE LAW
THE FOLLOW NG | NFORMATI ON:

(A) ALL EXPENSES ASSOCI ATED W TH EDUCATI ONAL OR | NFORVATI ONAL
PROGRAMS, NMATERI ALS AND SEM NARS, AND REMUNERATI ON FOR PROMOTI NG OR
PARTI Cl PATI NG | N EDUCATI ONAL OR | NFORVATI ONAL  SESSI ONS, REGARDLESS OF
WHETHER THE MANUFACTURER COR LABELER PROVI DES THE EDUCATI ONAL OR | NFORVA-
TI ONAL SESSI ONS OR MATERI ALS,

(B) ALL EXPENSES ASSCCI ATED W TH FOOD, ENTERTAI NVMENT AND G FTS VALUED
AT MORE THAN SEVENTY- FI VE DOLLARS, AND ANYTHING PROVIDED TO A HEALTH
CARE PROFESSI ONAL FOR LESS THAN MARKET VALUE,

(© ALL EXPENSES ASSOCI ATED W TH TRI PS AND TRAVEL, AND

(D) ALL EXPENSES ASSOCI ATED W TH PRODUCT SAMPLES, EXCEPT FOR SAMPLES
THAT W LL BE DI STRI BUTED FREE OF CHARGE TO PATI ENTS; AND

(1'11) THE AGGREGATE COST OF ALL EMPLOYEES AND CONTRACTORS OF THE
MANUFACTURER OR LABELER VWHO DI RECTLY OR | NDI RECTLY ENGAGE I N THE ADVER-
TI SI NG OR PROMOTI ONAL ACTI VI TI ES LI STED I N SUBPARAGRAPHS (1) AND (I11) OF
TH S PARAGRAPH, | NCLUDI NG ALL FORMS OF PAYMENT TO SUCH EMPLOYEES AND
CONTRACTORS. THE COST REPORTED PURSUANT TO TH S SUBPARAGRAPH SHALL
REFLECT ONLY THAT PORTI ON OF PAYMENT TO EMPLOYEES AND CONTRACTORS THAT
PERTAINS TO ACTIVITIES WTH N TH S STATE OR TO RECI PI ENTS OF THE ADVER-
TI SI NG OR PROMOTI ONAL ACTI VI TI ES WHO ARE RESI DENTS OF OR ARE EMPLOYED I N
TH S STATE.

(©) EXCEPTIONS. THE FOLLOW NG MARKETI NG EXPENSES SHALL NOT BE SUBJECT
TO THE REPORTI NG REQUI REMENTS OF THI' S SUBDI VI SI ON:

(1) EXPENSES OF SEVENTY-FI VE DOLLARS OR LESS;

(rn) REASONABLE COWVPENSATI ON  AND REI MBURSEMENT FOR EXPENSES I N
CONNECTI ON WTH A BONA FI DE CLI NI CAL TRIAL OF A NEW VACCI NE, THERAPY OR
TREATMENT; AND
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(I'11) SCHOLARSH PS AND REI MBURSEMENT OF EXPENSES FOR ATTENDI NG A
SI GNI FI CANT EDUCATI ONAL, SCI ENTI FI C OR POLI CY- MAKI NG CONFERENCE OR SEM -
NAR OF A NATI ONAL, REG ONAL OR SPECI ALTY MEDI CAL OR OTHER PROFESSI ONAL
ASSCCI ATION | F THE RECI PI ENT OF THE SCHOLARSHI P | S CHOSEN BY THE ASSOCI -
ATl ON SPONSORI NG THE CONFERENCE OR SEM NAR.

(D) DEPARTMENT REPORTS. ANNUALLY ON OR BEFORE NOVEMBER THI RTI ETH, THE
DEPARTMENT SHALL SUBM T A REPORT, PROVIDING |NFORVATION I N AGGREGATE
FORM ON PRESCRI PTI ON DRUG MARKETI NG EXPENSES TO THE GOVERNOR, TEMPORARY
PRESI DENT OF THE SENATE AND SPEAKER OF THE ASSEMBLY. ON OR BEFORE JANU
ARY FI RST, TWO THOUSAND TEN AND EVERY TWO YEARS THEREAFTER, THE DEPART-
MENT SHALL PROVI DE A REPORT TO THE GOVERNOR, TEMPORARY PRESI DENT OF THE
SENATE AND SPEAKER OF THE ASSEMBLY, PROVI DI NG | NFORMATI ON I N  AGGREGATE
FORM  CONTAI NING AN ANALYSIS OF THE DATA SUBM TTED TO THE DEPARTMENT,
| NCLUDI NG THE SCOPE OF PRESCRIPTION DRUG MARKETING ACTIVITIES AND
EXPENSES AND THEIR EFFECT ON THE COST, UTILIZATI ON AND DELI VERY OF
HEALTH CARE SERVI CES AND ANY RECOMMVENDATI ONS WTH REGARD TO NMARKETI NG
ACTI VI TI ES OF PRESCRI PTI ON DRUG MANUFACTURERS AND LABELERS.

(E) CONFI DENTI ALI TY; PUBLI C | NFORMATI ON.  NOTW THSTANDI NG ANY PROVI SI ON
OF LAW TO THE CONTRARY, ALL | NFORVATI ON SUBM TTED TO THE DEPARTMENT
PURSUANT TO THI' S SUBDI VI SI ON SHALL BE CONFIDENTIAL AND NOT A PUBLIC
RECORD AS DEFI NED | N SECTI ON El GHTY- SI X OF THE PUBLI C OFFI CERS LAW DATA
COWPI LED I N AGGREGATE FORM BY THE DEPARTMENT FOR THE PURPOSES OF REPORT-
ING REQUI RED BY THI'S SUBDI VI SI ON SHALL BE A PUBLI C RECORD AS DEFI NED I N
SECTI ON ElI GHTY- SI X OF THE PUBLI C OFFI CERS LAW AS LONG AS | T DOES NOT
REVEAL TRADE | NFORMATI ON THAT | S PROTECTED BY STATE OR FEDERAL LAW

(F) VI OLATI ONS. ANY PERSON WHO VI OLATES ANY PROVI SION OF THI' S SUBDI VI -
SION SHALL BE LIABLE TO THE PEOPLE OF THE STATE FOR A CIVIL PENALTY OF
TEN THOUSAND DOLLARS, PLUS COURT COSTS AND ATTORNEYS' FEES, WHI CH SHALL
BE ENFORCED PURSUANT TO TI TLE TWO OF THI S ARTI CLE.

(G RULES. ANY AND ALL RULES AND REGULATI ONS NECESSARY TO | MPLEMENT
THE PROVI SIONS OF THI'S SUBDI VI SI ON SHALL BE PROMULGATED BY THE COW S-
S| ONER.

S 3. This act shall take effect on the one hundred eightieth day after
it shall have becone a |law. Effective i mediately, any rules and regu-
| ations necessary to inplenment the provisions of this act on its effec-
tive date are authorized to be nade on or before such effective date.



