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STATE OF NEW YORK

6015
2009- 2010 Regul ar Sessi ons
I N SENATE
June 19, 2009

I ntroduced by COW TTEE ON RULES -- (at request of the Governor) -- read
twice and ordered printed, and when printed to be cormitted to the
Conmittee on Rul es

AN ACT to anend the public health I aw and the education law, in relation
to prohibiting certain paynments to prescribers and requiring the
di scl osure of other paynents; prohibiting the presentation of inform-
tion at continuing professional education progranms that is false or
m sl eadi ng and requiring disclosure of certain potential conflicts of
interest in connection with such programns

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

Section 1. Declaration of legislative findings and intent. The |egis-
| ature makes the following findings with respect to inproper influences
exerted on prescribing decisions:

1. The pharnaceutical, biological product and nedical device indus-

tries spend billions of dollars annually to attenpt to influence pres-
cri bers' decisions about which drugs or other treatnent to prescribe to
their patients, including nore than half of all formal continuing

nmedi cal education prograns. Legislation is necessary to prohibit drug
and device manufacturers from naking paynents to prescribers in an
attenpt to influence their prescribing decisions and further to require
prescribers and nmanufacturers to disclose the things of value that are
legitimately transferred fromdrug and device manufacturers to prescri-
bers.

2. There is conpelling evidence that the vast majority of physicians
accept sone type of gift or paynent from pharmaceutical and nedica
device manufacturers, and often such gifts and paynents, even when of
little value, influence physicians to prescribe treatnents that are nore
expensive and no nore effective or safe, and are sonetinmes |ess effec-
tive and nore dangerous, than other avail able treatnents.

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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3. Legislation is necessary to prohibit presenters at continuing
prof essi onal education progranms from providing false or msleading
information to prescribers and to require all potential conflicts of
i nterest be disclosed to attendees of such prograns.

S 2. The public health law is amended by addi ng a new section 279 to
read as follows:

S 279. PROH Bl TED ACTS AND DI SCLOSURE REQUI REMENTS RELATING TO DRUG
MANUFACTURERS' PROVISION OF THINGS OF VALUE TO PRESCRI BERS. 1. DEFI -
NI TIONS. AS USED IN THI S SECTI ON:

(A) "DRUG' MEANS: (1) ARTICLES RECOGNIZED IN THE OFFICIAL UN TED
STATES PHARMACOPCEI A, OFFI Cl AL HOVEOPATHI C PHARVACOPCEI A OF THE UNI TED
STATES, OR OFFI Cl AL NATI ONAL FORMULARY;

(1'l) ARTICLES | NTENDED FOR USE IN THE DIAGNCSIS, CURE, M Tl GATI ON,
TREATMENT OR PREVENTI ON OF DI SEASE | N HUMANS;

(I'11) ARTICLES (OTHER THAN FOOD) | NTENDED TO AFFECT THE STRUCTURE OR
ANY FUNCTI ON OF THE BODY OF HUMANS;

(1'V) ARTI CLES | NTENDED FOR USE AS A COVPONENT OF ANY ARTI CLE SPECI FI ED
I N SUBPARAGRAPH (1), (Il) OR (IIl) OF TH'S PARAGRAPH BUT DOES NOT
| NCLUDE DEVI CES OR THEI R COVPONENTS, PARTS OR ACCESSORI ES;

(B) "DEVICE" MEANS ANY | NSTRUMENT, APPARATUS, OR CONTRI VANCE, | NCLUD-
I NG COVPONENTS, PARTS OR ACCESSORI ES, | NTENDED:

(1) FOR USE IN THE DIAGNCSIS, CURE, MTIGATION, TREATMENT, OR
PREVENTI ON OF DI SEASE | N HUMANS; OR

(1'l) TO AFFECT THE STRUCTURE OR ANY FUNCTI ON OF THE BODY OF HUMANS.

(O "MANUFACTURER' MEANS (1) A PERSON OR ENTITY THAT FABRI CATES,
MAKES, COVPOUNDS, M XES, PREPARES, PRODUCES, BOTTLES OR PACKS DRUGS OR
DEVI CES FOR THE PURPCSE OF DI STRI BUTI NG OR SELLI NG TO PHARMACI ES, HEALTH
CARE PROVIDERS OR OTHER CHANNELS OF DI STRIBUTION, OR (I1) A PERSON OR
ENTI TY THAT, PURSUANT TO AN AGREEMENT W TH A PERSON OR ENTI TY DESCRI BED
I N SUBPARAGRAPH (1) OF THI S PARAGRAPH, MARKETS A DRUG OR DEVI CE UNDER A
DI FFERENT NAME OR LABELER CODE.

(D) "PRESCRI BER' MEANS A PHYSICI AN, DENTIST, PHYSICI AN ASSI STANT,
SPECI ALI ST'S ASSI STANT, NURSE PRACTI TIONER, M DW FE, OPTOVETRI ST AND
OTHER LI CENSED HEALTH CARE PROVI DER AUTHORI ZED UNDER TI TLE EI GHT OF THE
EDUCATI ON LAW TO PRESCRI BE DRUGS OR DEVI CES.

(E) "HEALTH CARE PROVIDER' MEANS (1) A PRESCRI BER WHO PRACTI CES I N
THI'S STATE IN AN | ND VIDUAL PRACTICE, GROUP PRACTICE, PARTNERSHI P,
PROFESSI ONAL  CORPORATI ON OR OTHER AUTHORI ZED FORM OF ASSCOCI ATION, OR IN
A HOSPI TAL OR OTHER HEALTH CARE | NSTI TUTI ON | SSUED AN OPERATI NG CERTI F-
| CATE PURSUANT TO TH' S CHAPTER OR THE MENTAL HYA ENE LAW (I11) SUCH
PRESCRI BER' S | NDI VI DUAL PRACTI CE, GROUP PRACTI CE, PARTNERSHI P, PROFES-
S| ONAL CORPCORATI ON OR OTHER AUTHORI ZED FORM OF ASSOCI ATI ON; AND (I11) AN
EMPLOYEE OF A PERSON OR ENTI TY DESCRI BED | N SUBPARAGRAPH (1) OR (I1) OF
TH S PARAGRAPH.

(F) "DOCTOR-| N-TRAI NI NG' MEANS A PERSON ACTI VELY ENGAGED IN THE STATE
I N POST- BACCALAUREATE EDUCATI ON OR PROFESSI ONAL TRAI NI NG DESI GNED TO
PREPARE PERSONS TO BE ELI G BLE TO BE LI CENSED AS A DOCTOR OF MEDI CI NE OR
DOCTOR OF OSTEOPATHY AND IS NOT AUTHORIZED TO PRESCRIBE DRUGS OR
DEVI CES.

(G "PAYMENT" MEANS ANYTH NG W TH AN ECONOM C VALUE, | NCLUDI NG BUT NOT
LI M TED TO MONEY, GOODS AND SERVI CES.

"BENEFI T" MEANS ONE OR MORE THI NGS W TH AN AGGREGATED FAI R MARKET
VALUE FOR THE YEAR EQUAL TO OR GREATER THAN FI FTY DOLLARS, THAT WOULD BE
A PAYMENT, AS DEFINED I N PARAGRAPH (G) OF THI S SUBDI VI SI ON, EXCEPT THAT
IT COVES WTH N THE EXCEPTI ON SET OUT | N PARAGRAPH (B) OR (D) OF SUBDI -
VI SI ON THREE OF THI S SECTI ON.
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(1) "FAIR MARKET VALUE' MEANS THE VALUE I N ARVMS LENGIH TRANSACTI ONS,
CONSI STENT W TH THE GENERAL MARKET VALUE.

(J) "FINANCI AL RELATI ONSHI P* MEANS AN OANERSHI P | NTEREST, | NVESTMENT
| NTEREST OR COVPENSATI ON ARRANGEMENT. AN OANERSHI P | NTEREST OR | NVEST-
MENT | NTEREST MAY BE THROUGH EQUI TY, DEBT OR OTHER MEANS; BUT SHALL NOT
I NCLUDE OWNERSHI P OF | NVESTMENT SECURI TI ES, | NCLUDI NG SHARES OR BONDS,
DEBENTURES, NOTES OR OIHER DEBT | NSTRUVENTS, WH CH WERE PURCHASED ON
TERMS GENERALLY AVAI LABLE TO THE PUBLIC AND VHICH ARE IN A CORPORATI ON
THAT IS LISTED FOR TRADI NG ON THE NEW YORK STOCK EXCHANGE OR ON THE
AMERI CAN STOCK EXCHANGE, OR IS A NATI ONAL MARKET SYSTEM SECURI TY TRADED
UNDER AN AUTOVATED | NTERDEALER QUOTATI ON SYSTEM OPERATED BY THE NATI ONAL
ASSCCI ATION OF SECURI TIES DEALERS, AND HAD, AT THE END OF THE CORPO
RATI ON' S MOST RECENT FI SCAL YEAR, TOTAL ASSETS EXCEEDI NG ONE HUNDRED
M LLI ON DOLLARS.

(K) "DI SCOUNT" MEANS A REDUCTI ON I N THE AMOUNT A HEALTH CARE PROVI DER,
ACTI NG AS A BUYER OR PAYER, IS CHARGED FOR AN | TEM OR SERVI CE, WHERE THE
REDUCTI ON | S OFFERED BY OR ON BEHALF OF A MANUFACTURER, AND | NCLUDES ALL
SUCH REDUCTIONS WHENEVER THEY ARE G VEN, | NCLUDI NG BEFORE OR AFTER THE
TIME OF SALE, PROVI DED THAT SUCH REDUCTIONS G VEN TO A HEALTH CARE
PROVI DER HAVE A FAI R MARKET VALUE AGGREGATED FOR THE CALENDAR YEAR EQUAL
TO OR GREATER THAN FI FTY DOLLARS. FOR THE PURPOSE OF TH S PARAGRAPH,
" REDUCTI ON' MEANS A DECREASE FROM THE AMOUNT THAT WOULD BE CHARGED BASED
ON AN ARMS- LENGTH TRANSACTI ON OR THAT IS REPRESENTED TO THE PRESCRI BER
AS CONSTI TUTI NG SUCH A DECREASE.

2. PROH BITED ACTS. (A) A MANUFACTURER SHALL NOT, DI RECTLY OR I NDI -
RECTLY, G VE OR OFFER TO G VE ONE OR MORE PAYMENTS W TH AN AGGREGATED
FAIR MARKET VALUE I N EXCESS OF FI FTY DOLLARS DURI NG A CALENDAR YEAR, TO
ANY HEALTH CARE PROVI DER OR DOCTOR- | N- TRAI NI NG

(B) A HEALTH CARE PROVI DER OR A DOCTOR- 1 N- TRAI NI NG SHALL NOT, DI RECTLY
OR I NDI RECTLY, REQUEST OR RECElI VE FROM ANY MANUFACTURER ONE OR MORE
PAYMENTS W TH AN AGGREGATED FAI R MARKET VALUE I N EXCESS OF FI FTY DOLLARS
DURI NG A CALENDAR YEAR.

3. EXCEPTIONS. THE FOLLOW NG PAYMENTS SHALL NOT BE PROHI BI TED UNDER
SUBDI VI SI ON TWO OF THI S SECTI ON AND SHALL BE DI SCLOSED, AS APPLI CABLE,
PURSUANT TO SUBDI VI SION FOUR OF THI S SECTI ON:

(A) SAMPLES OF PRESCRIPTION DRUGS THAT THE MANUFACTURER S EMPLOYEE
PROVI DES DI RECTLY TO A PRESCRIBER WHO PROVIDES OR ADM NI STERS SUCH
SAMPLE TO A PATI ENT W THOUT CHARCE;

(B) ANY PAYMENT TO SUPPORT A SPECI FI ED AND BONA FI DE RESEARCH, CLI N-
| CAL OR EDUCATI ONAL ACTIVITY I N CONNECTION WTH WHI CH THE RECI PI ENT (1)
PRIOR TO RECEI PT OF ANY SUCH PAYMENT, HAS SUBM TTED TO THE MANUFACTURER
A PROPCSAL THAT DESCRI BES THE PURPOSE AND METHODS TO BE USED | N CARRYI NG
QUT THE ACTIVITY, THE OUTCOVES OF THE ACTIVITY THAT WLL BE MEASURED AND
THE METHODS TO BE USED TO MEASURE SUCH OUTCOMES, A PROCEDURE FOR
ACCOUNTI NG FOR SUCH PAYMENT AND A DEADLINE FOR SUBM TTING TO THE
MANUFACTURER A FI NAL REPORT CONCERNI NG THE ACTIVITY; (I1) HAS SUBM TTED
TO THE MANUFACTURER THE FI NAL REPORT, W TH ALL REQUI RED | NFORVATI ON AS
DESCRI BED I N I TS PROPOSAL AS SET FORTH | N SUBPARAGRAPH (1) OF THI S PARA-
GRAPH, W THI N THE DEADLI NE SET OQUT I N SUCH PROPCSAL OR AS EXTENDED I N
VWRI TING BY THE MANUFACTURER; AND (I111) MAKES SUCH FI NAL REPORT AVAI L-
ABLE TO THE DEPARTMENT AND HEALTH CARE PROVI DERS UPON REQUEST;

(© A REDUCTION IN THE COST TO THE HEALTH CARE PROVI DER OF ONE OR MORE
OF THE MANUFACTURER S DRUGS OR DEVI CES;

(D) REI MBURSEMENT FOR TRAVEL, LODG NG AND PERSONAL EXPENSES OR REMUN-
ERATION PROVIDED TO A PRESCRI BER OR SUCH RElI MBURSEMENT PROVI DED TO A
DOCTOR- | N- TRAI NI NG THE AMOUNT OF VWH CH REMUNERATI ON OR RElI MBURSEMENT | S
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NOT DEPENDENT, DI RECTLY OR | NDI RECTLY, ON THE AMOUNT OR VCOLUME OF THE
MANUFACTURER S DRUGS OR DEVI CES ANY PERSON OR ENTI TY PRESCRI BES, |F:

(1) WTH RESPECT TO PRESCRI BERS, THE REMUNERATI ON OR RElI MBURSEMENT | S
PROVI DED | N CONNECTI ON W TH BONA FIDE TEACH NG~ SCI ENTI FI C RESEARCH,
VWRI TING OR CONSULTING SERVICES THE PRESCRI BER ACTUALLY PROVI DES, THE
NATURE AND PROVI SI ON OF WHI CH CAN BE VERI FI ED BY DOCUMENTS THE MANUFAC-
TURER MAINTAINS FOR NOT LESS THAN THREE YEARS, PROVI DED THAT (A) THE
AMOUNT OF BOTH THE REMUNERATI ON AND RElI MBURSEMENT | S CONSI STENT W TH THE
FAI R MARKET VALUE OF THE SERVICES THE PRESCRIBER PROVIDES TO OR ON
BEHALF OF THE MANUFACTURER, (B) W TH RESPECT TO TEACHI NG ACTI VI TIES, THE
PRESCRIBER IS PART OF THE FACULTY FOR AN EDUCATI ONAL PROGRAM AND
PROVI DES ATTENDEES W TH SI GNI FI CANT SCI ENTI FI C OR CLI NI CAL | NFORMATI ON,
AND (C) WTH RESPECT TO WRITING THE PRESCRIBER IS | DENTI FI ED AS AN
AUTHOR ONLY WHEN HE OR SHE HAS HAD UNRESTRICTED ACCESS TO ALL DATA
PERTAI NI NG TO THE SUBJECT OF THE MANUSCRI PT, HAS G VEN FI NAL APPROVAL OF
THE MANUSCRI PT, HAS PARTI Cl PATED SUFFI CI ENTLY I N THE WORK TO TAKE PUBLI C
RESPONSI Bl LI TY FOR AT LEAST PART OF THE CONTENT, AND HAS MADE SUBSTAN-
TI AL CONTRI BUTI ONS TO THE | NTELLECTUAL CONTENT OF THE WRITTEN WORK [N
El THER CONCEPTI ON AND DESI GN OR ACQUI SI TI ON OF DATA AND | N El THER DRAFT-
ING OR CRITICAL REVISION OF THE MANUSCRI PT FOR | MPORTANT | NTELLECTUAL
CONTENT; AND

(1) WTH RESPECT TO DOCTORS-IN TRAINING THE REI MBURSEMENT IS
PROVIDED |IN CONNECTION W TH ATTENDANCE AT A BONA FI DE MEDI CAL CONFER-
ENCE, THE PRI NCI PAL PURPOSE OF WHICH IS TO | MPART SCI ENTI FI C OR CLI NI CAL
| NFORVATI ON, PROVI DED THAT (A) THE AMOUNT OF ANY REIMBURSEMENT IS
CONSI STENT WTH THE FAIR MARKET VALUE OF THE TRAVEL, LODGE NG AND
PERSONAL EXPENSES BEI NG REI MBURSED, AND (B) THE MANUFACTURER TRANSFERS
ALL SUCH FUNDS TO THE DOCTOR S-1 N-TRAINI NG MEDI CAL SCHOOL OR PROFES-
SI ONAL EMPLOYER, THE MEDI CAL SCHOOL OR PROFESSI ONAL EMPLOYER SELECTS THE
DOCTORS- | N- TRAI NI NG WHOSE ATTENDANCE THE MANUFACTURER W LL FUND AND THE
MEDI CAL CONFERENCES THEY WLL ATTEND, AND THE SCHOOL, EMPLOYER AND
MANUFACTURER DO NOT, DI RECTLY OR | NDI RECTLY, | NFORM THE DOCTOR- | N- TRAI N-
I NG OF THE SOURCE OF SUCH FUNDS; AND

(E) ANYTHI NG OF ECONOM C VALUE G VEN BY A PERSON WTH A FI NANCI AL
RELATIONSHHP WTH A MANUFACTURER VWHO | S RELATED BY BLOOD, MARRI AGE OR
ADOPTI ON W THI N THREE DEGREES OF CONSANGUI NI TY TO THE RECI PI ENT PRESCRI -
BER.

4. DI SCLOSURE. (A) ANNUAL DI SCLOSURE. ANNUALLY, AT A TIME AND IN A
MANNER TO BE DETERM NED BY THE DEPARTMENT, EACH HEALTH CARE PROVI DER OR
DOCTOR- | N- TRAI NI NG AND EACH MANUFACTURER DO NG BUSINESS W TH ANY SUCH
HEALTH CARE PROVI DER OR DOCTOR- | N- TRAI NI NG SHALL PROVI DE TO THE DEPART-
MENT A REPORT THAT CONTAI NS THE | NFORVATI ON REQUI RED BY PARAGRAPHS (B),
(©, AND (D) OF THI'S SuBDI VI SI ON WHERE (1) SUCH HEALTH CARE PROVI DER OR
DOCTOR- I N- TRAI NI NG OFFERED, GAVE OR RECEIVED A BENEFIT, (Il) SUCH
MANUFACTURER GAVE A DI SCOUNT TO A HEALTH CARE PROVIDER;, OR (I11) A
FI NANCI AL RELATI ONSHI P EXI STED BETWEEN SUCH A MANUFACTURER AND SUCH A
PROVI DER OR DOCTOR- | N- TRAI NI NG ACCESS TO SUCH REPORTS SHALL NOT BE
DENI ED, THE REPORTS SHALL NOT BE W THHELD, AND | DENTI FYI NG | NFORVATI ON
SHALL NOT BE DELETED FROM SUCH REPCORTS PURSUANT TO SECTI ON El GHTY- SEVEN
OR EI GHTY-NINE OF THE PUBLI C OFFI CERS LAW

(B) DI SCLOSURE OF BENEFI TS. EACH REPORT REQUI RED BY PARAGRAPH (A) OF
TH'S SUBDI VI SI ON PERTAI NI NG TO A BENEFI T TRANSFERRED DURI NG THE REPORT-
I NG PERI OD SHALL DESCRI BE THE NATURE AND FAI R MARKET VALUE OF THE BENE-
FIT THAT WAS OFFERED OR TRANSFERRED; THE NATURE OF ANY GOOD OR SERVI CE
THAT WAS PROVI DED TO THE MANUFACTURER OR ANY OTHER PERSON OR ENTITY [N
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CONNECTI ON W TH THE PROVI SI ON OF THE BENEFI T; AND SUCH OTHER | NFORMATI ON
AS SHALL BE REQUI RED BY THE DEPARTMENT BY REGULATI ON.

(C©) DI SCLOSURE OF DI SCOUNTS. THE REPORTS REQUI RED BY PARAGRAPH (A) OF
THI'S SUBDI VI SI ON SHALL NOT REQUI RE A MANUFACTURER TO DI SCLOSE DI SCOUNT
| NFORMATI ON  SEPARATELY FOR EACH TRANSACTI ON. THE DEPARTMENT SHALL BY
REGULATI ON SPECI FY THE MANNER I N WHI CH THE VALUE OF THE DI SCOUNT SHALL
BE REPORTED, | NCLUDI NG A THRESHOLD FOR THE VALUE OF DI SCOUNTS THAT MUST
BE REPORTED. THE MANUFACTURER SHALL REPORT ALL DI SCOUNTS THAT OCCURRED
DURING THE REPORTING PERIOD, |NCLUDING THOSE DI SCOUNTS THE VALUE OF
VWH CH WAS REALI ZED BY THE PURCHASER DURING THE REPORTING PERI OD BUT
PERTAI N TO SALES THAT OCCURRED AT A DI FFERENT TI ME.

(D) DI SCLOSURE OF FI NANCI AL RELATI ONSHI PS. EACH REPORT A MANUFACTURER,
HEALTH CARE PROVI DER OR DOCTOR- I N- TRAI NI NG | S REQUI RED TO MAKE BY PARA-
GRAPH (A) OF THIS SUBDI VI SION PERTAINING TO FINANCI AL RELATI ONSHI PS
SHALL CONTAI N SUCH | NFORVATI ON AS | S REQUI RED BY THE DEPARTMENT BY REGU
LATION, WH CH SHALL SPECI FY THE MANNER I N WHI CH THE VALUE OF FI NANCI AL
RELATI ONSHI PS SHALL BE REPORTED, | NCLUDI NG THE THRESHOLD VALUE OF FI NAN-
Cl AL RELATI ONSHI PS THAT MUST BE REPORTED.

5. VIOLATIONS. THE COW SSIONER MAY ASSESS A CVIL PENALTY FOR
VIOLATIONS OF THIS SECTION I N AN AMOUNT THAT IS, FOR A MANUFACTURER S
VI OLATI ON OF PARAGRAPH (A) OF SUBDI VI SION TWO OF THI'S SECTI ON OR SUBDI -
VI SI ON FOUR OF THI' S SECTI ON, NOT LESS THAN FI VE THOUSAND DOLLARS AND NOT
MORE THAN FIFTY THOUSAND DOLLARS PER VI OLATI ON, AND FOR A HEALTH CARE
PROVI DER' S VI OLATI ON OF PARAGRAPH (B) OF SUBDI VI SION TWO OF THI S SECTI ON
OR SUBDI VI SI ON FOUR OF THI' S SECTI ON, NOT LESS THAN FI VE THOUSAND DOLLARS
AND NOT MORE THAN TEN THOUSAND DOLLARS PER VI OLATI ON.

S 3. Section 6509 of the education lawis anmended by adding a new
subdi vision 15 to read as foll ows:

(15) A VIOLATION OF SECTION TWO HUNDRED SEVENTY-NI NE OF THE PUBLI C
HEALTH LAW

S 4. Section 6530 of the education lawis anmended by adding a new
subdi vision 50 to read as foll ows:

50. A VIOLATION OF SECTION TWO HUNDRED SEVENTY-N NE OF THE PUBLIC
HEALTH LAW

S 5. Article 29-D of the public health law is anended by adding a new
title 4 to read as foll ows:

TITLE 4
CONTI NUI NG PROFESSI ONAL EDUCATI ON
SECTI ON 2999- G DEFI NI Tl ONS.
2999-H REQUI REMENTS FOR CONDUCTI NG A CONTI NU NG PROFESSI ONAL
EDUCATI ON PROGRAM
2999-1. VI OLATI ONS.

S 2999-G DEFINITIONS. FOR THE PURPCSE OF THI' S TI TLE:

1. "CONTI NU NG PROFESSI ONAL EDUCATI ON PROGRAM' MEANS COURSE WORK OR
TRAINING PROVIDED TO PHYSICI ANS, DENTISTS, PHYSICIAN ASS| STANTS,
SPECI ALl ST ASSI STANTS, NURSE PRACTI TI ONERS, M DW VES, OPTOVETRISTS OR
OTHER LI CENSED HEALTH CARE PROVIDERS AUTHORI ZED BY LAW TO PRESCRI BE
DRUGS OR DEVI CES, WHI CH PERTAI NS TO THE PRACTI CE OF THEI R PROFESSI ON AND
FOR WHI CH CONTI NUI NG MEDI CAL EDUCATI ON OR CONTI NUI NG PROFESSI ONAL EDUCA-
TI ON CREDI TS MAY BE AWARDED.

2. "PROVI DER' MEANS THE PERSON OR ENTI TY THAT REPRESENTS TO MEMBERS OF
THE RELEVANT PROFESSI ON THAT I T IS THE ORGANI ZER OF A CONTI NUI NG PROFES-
S| ONAL EDUCATI ON PROGRAM A CONTI NUI NG PROFESSI ONAL EDUCATI ON  PROGRAM
CAN HAVE MORE THAN ONE PROVI DER, BUT EVERY SUCH PROGRAM MUST HAVE AT
LEAST ONE PROVI DER. MANUFACTURERS AND DI STRI BUTORS ARE NOT PROVI DERS.
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3. "MANUFACTURER' MEANS (1) A PERSON OR ENTITY THAT FABRI CATES, MAKES,
COMPOUNDS, M XES, PREPARES, PRODUCES, BOTTLES OR PACKS DRUGS OR DEVI CES
FOR THE PURPCSE OF DI STRI BUTI NG OR SELLI NG TO PHARMACI ES, HEALTH CARE
PROVI DERS OR OTHER CHANNELS COF DI STRIBUTION, OR (I1) A PERSON OR ENTITY
THAT, PURSUANT TO AN AGREEMENT W TH A PERSON OR ENTITY DESCRI BED I N
SUBPARAGRAPH (1) OF THI S PARAGRAPH, MARKETS A DRUG OR DEVICE UNDER A
DI FFERENT NAME OR LABELER CODE.

4. "Dl STRI BUTOR' MEANS A PERSON OR ENTITY THAT DELI VERS, OTHER THAN BY
DI SPENSI NG, A DRUG PRODUCT TO ANY PERSON.

5. "DRUG' MEANS: (1) ARTICLES RECOGNI ZED IN THE OFFI Cl AL UNI TED
STATES PHARMACOPCEI A, OFFI CI AL HOVECPATHI C PHARVACOPCEI A OF THE UNI TED
STATES, OR OFFI CI AL NATI ONAL FORMULARY;

(I'l') ARTICLES |INTENDED FOR USE IN THE DI AGNOSI S, CURE, M TI GATI ON,
TREATMENT OR PREVENTI ON OF DI SEASE | N HUMANS;

(I'11) ARTICLES (OTHER THAN FOOD) | NTENDED TO AFFECT THE STRUCTURE OR
ANY FUNCTI ON OF THE BODY OF HUMANS;

(1'V) ARTI CLES | NTENDED FOR USE AS A COVPONENT OF ANY ARTI CLE SPECI FI ED
IN SUBPARAGRAPH (1), (Il) OR (Ill) OF TH S PARAGRAPH BUT DOES NOT
I NCLUDE DEVI CES OR THEI R COVPONENTS, PARTS OR ACCESSQRI ES;

6. "DEVI CE" MEANS ANY | NSTRUMENT, APPARATUS, OR CONTRI VANCE, | NCLUDI NG
COVPONENTS, PARTS OR ACCESSORI ES, | NTENDED:

() FOR USE IN THE DIAGNCSIS, CURE, MTIGATION, TREATMENT, OR
PREVENTI ON OF DI SEASE | N HUVANS; OR

(1'l') TO AFFECT THE STRUCTURE OR ANY FUNCTI ON OF THE BCDY OF HUMANS.

7. "PRESENTER' |S A NATURAL PERSON VWHO CONDUCTS, TEACHES AND PARTI C-
| PATES, OTHER THAN SOLELY AS AN ATTENDEE, | N ANY ASPECT OF A CONTI NU NG
PROFESSI ONAL EDUCATI ON PROGRAM  REGARDLESS OF WHETHER SUCH PROGRAM | S
PROVI DED | N PERSON OR BY ELECTRONI C OR OTHER MEANS.

8. "FI NANCI AL RELATI ONSHI P* MEANS AN OWNERSHI P | NTEREST, | NVESTMENT
I NTEREST OR COVPENSATI ON ARRANGEMENT. AN OANERSHI P | NTEREST OR | NVEST-
MENT | NTEREST MAY BE THROUGH EQUI TY, DEBT OR OTHER MEANS; BUT SHALL NOT
I NCLUDE OWNERSHI P OF | NVESTMENT SECURI TI ES, | NCLUDI NG SHARES OR BONDS,
DEBENTURES, NOTES OR OTHER DEBT | NSTRUMENTS, WH CH WERE PURCHASED ON
TERMS GENERALLY AVAI LABLE TO THE PUBLI C AND WH CH ARE I N A CORPORATI ON
THAT 1S LI STED FOR TRADI NG ON THE NEW YORK STOCK EXCHANGE OR ON THE
AMERI CAN STOCK EXCHANGE, OR IS A NATI ONAL MARKET SYSTEM SECURI TY TRADED
UNDER AN AUTOVATED | NTERDEALER QUOTATI ON SYSTEM OPERATED BY THE NATI ONAL
ASSCClI ATI ON OF SECURI TI ES DEALERS, AND HAD, AT THE END OF THE CORPG
RATION' S MOST RECENT FISCAL YEAR, TOTAL ASSETS EXCEEDI NG ONE HUNDRED
M LLI ON DOLLARS.

9. "CONTI NUI NG PROFESSI ONAL EDUCATI ON MATERI AL" MEANS ANY | NFORMATI ON
CONCERNI NG ANY  ASPECT OF THE PRACTICE OF A PROFESSI ON REFERENCED | N
SUBDI VI SION ONE OF THI'S SECTI ON WHI CH I S COVWUNI CATED BY ORAL, WRI TTEN,
GRAPHI C, AUDI O, VISUAL, ELECTRONIC OR OTHER MEANS DURI NG A CONTI NUI NG
PROFESSI ONAL EDUCATI ON PROGRAM AND IS NOT BEI NG DI SSEM NATED BY OR ON
BEHALF OF A NMANUFACTURER OR DI STRI BUTOR CONCERNI NG ONE OR MORE OF | TS
PRODUCTS.

S 2999-H REQUI REMENTS FOR CONDUCTI NG A CONTI NUI NG PROFESSI ONAL EDUCA-
TION PROGRAM 1. | N CONNECTI ON W TH ANY CONTI NUI NG PROFESSI ONAL  EDUCA-
TI ON PROGRAM CONDUCTED I N THE STATE, A PRESENTER:

(A)  SHALL NOT KNOW NGLY PRESENT ANY CONTI NUI NG PROFESSI ONAL EDUCATI ON
MATERI ALS THAT ARE FALSE OR M SLEADI NG

(B) SHALL NOT REPRESENT, EXPLICITLY OR BY NOT DI SCLCSING ANOTHER
AUTHOR, THAT HE OR SHE WAS THE AUTHOR OF ANY CONTI NUI NG PROFESSI ONAL
EDUCATI ON MATERI ALS UNLESS THE PRESENTER HAS G VEN FINAL APPROVAL OF
SUCH MATERI ALS, HAS PARTI Cl PATED SUFFI Cl ENTLY I N THE DEVELOPMENT OF SUCH
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MATERI ALS TO TAKE PUBLIC RESPONSIBILITY FOR THE CONTENT, AND HAS MADE
SUBSTANTI AL CONTRI BUTI ONS TO THE | NTELLECTUAL CONTENT OF SUCH MATERI ALS
El THER | N DRAFTING OR IN CRI TI CAL REVI SI ON OF SUCH MATERI ALS FOR | MPOR-
TANT | NTELLECTUAL CONTENT;

(© SHALL DI SCLOSE TO THE PROVI DER ALL FI NANCI AL RELATI ONSHI PS HE OR
SHE HAS W TH ANY MANUFACTURER OR DI STRI BUTOR, | NCLUDI NG THE NAME OF SUCH
ENTI TIES WTH WH CH HE OR SHE HAS A FI NANCI AL RELATIONSHI P, THE NATURE
OF THE RELATIONSH P, AND THE FAI R MARKET VALUE OF ANYTHI NG OF ECONOM C
VALUE THE PRESENTER RECEI VED DURING THE PRECEDING TWELVE MONTHS |IN
CONNECTI ON W TH OR AS A RESULT OF SUCH RELATI ONSHI P; AND

(D) SHALL DI SCLOSE TO THE PROVI DER ANY | NFORVATI ON OR WRI TTEN, GRAPH
IC, AUDIO VISUAL OR ELECTRONI C MATERI ALS OF ANY KI ND THAT THE PRESENTER
| NTENDS TO COVMUNI CATE AT THE CONTI NUI NG PROFESSI ONAL EDUCATI ON  PROGRAM
VH CH ARE EXEMPTED FROM THE DEFI NI TI ON OF CONTI NUI NG PROFESSI ONAL EDUCA-
TION MATERI ALS BECAUSE THEY ARE BEI NG DI SSEM NATED BY OR ON BEHALF OF A
MANUFACTURER OR DI STRI BUTOR, WHI CH | NFORVATI ON OR MATERI ALS THE PRESEN-
TER SHALL DESCRI BE W TH SPECI FI CI TY.

2. I N CONNECTION W TH ANY CONTI NU NG PROFESSI ONAL EDUCATI ON PROGRAM
CONDUCTED | N THE STATE, A PROVI DER:

(A) SHALL | NFORM EVERY PRESENTER OF HI'S OR HER OBLI GATIONS UNDER
SUBDI VI SION ONE OF THI S SECTI ON,;

(B) SHALL ACT PRUDENTLY TO OBTAI N FROM EACH PRESENTER THE | NFORMATI ON
HE OR SHE IS REQUI RED TO DI SCLOSE BY PARAGRAPHS (C) AND (D) OF SuUBDI VI -
SION ONE OF THI S SECTI ON; AND

(C) SHALL DI SCLOSE TO ALL PERSONS ATTENDI NG A CONTI NUI NG PROFESSI ONAL
EDUCATI ON PROGRAM

(1) THE | NFORVATI ON REQUI RED BY PARAGRAPHS (C) AND (D) OF SuUBDI VI SI ON
ONE OF THI S SECTI ON THAT EACH PRESENTER AT SUCH PROGRAM HAS DI SCLOSED TO
THE PROVI DER; AND

(1) THE NATURE OF ANY SUPPORT FOR THE CONTI NUI NG PROFESSI ONAL EDUCA-
TI ON PROGRAM WHETHER MONETARY OR | N KI ND, PROVI DED BY A MANUFACTURER OR
DI STRI BUTOR, AND THE FAI R MARKET VALUE OF ALL SUCH SUPPORT.

S 2999-1. VIOLATIONS. THE COVM SSI ONER MAY ASSESS A ClVIL PENALTY FOR
VI OLATIONS OF THI'S SECTION I N AN AMOUNT THAT IS, FOR A VIOLATION OF
SUBDI VISION ONE OF SECTION TWENTY-N NE HUNDRED NI NETY-NINE-H OF THI' S
TI TLE, NOT MORE THAN TVENTY- FI VE HUNDRED DOLLARS PER VI OLATI ON AND, FOR
A  VIOLATION OF SUBDIVISION TWO OF SECTION TWENTY-N NE HUNDRED
NI NETY-NINE-H OF THI'S TI TLE, NOT MORE THAN TEN THOUSAND DOLLARS PER
VI OLATI ON.

S 6. Section 6509 of the education |aw is amended by addi ng a new
subdi vision 16 to read as foll ows:

(16) A VIOLATION OF SUBDI VI SION ONE OF SECTION TWENTY-N NE HUNDRED
NI NETY- Nl NE-H OF THE PUBLI C HEALTH LAW

S 7. Section 6530 of the education |aw is amended by addi ng a new
subdi vision 51 to read as foll ows:

51. A VIOLATION OF SUBDIVISION ONE OF SECTION TWVENTY-N NE HUNDRED
NI NETY- NI NE-H OF THE PUBLI C HEALTH LAW

S 8. This act shall take effect January 1, 2011; provided, however,
t hat

(a) the comm ssioner of health is authorized to pronul gate such rules
and regul ations as are necessary to inplenent the provisions of this act
prior to such effective date; and

(b) the anendnment to article 2-A of the public health | aw made by
section two of this act shall not affect the repeal of such article and
shall be deened repeal ed therewth.



