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January 7, 2009

I ntroduced by M of A JACOBS, GOTTFRIED, ORTIZ, LENTCL, BOYLAND, CLARK
MARKEY, BENEDETTO,  ENGLEBRI GHT, HOYT, KAVANAGH -- Multi - Sponsored by
-- M of A BRENNAN, COLTON, HOOPER, JOHN, LAVINE, LIFTON, LUPARDQG
McENENY, MOLINARO, PERRY, PHEFFER, N. RI VERA, ROBI NSON, ROSENTHAL
WEI NSTEI N, WElI SENBERG -- read once and referred to the Committee on
Heal t h

AN ACT to amend the public health law, in relation to requiring al
clinical trials and studies on pharmaceuticals to be posted for public
access; and to anend chapter 58 of the laws of 2005, anending the
public health law and other laws relating to inplenenting the state
fiscal plan for the 2005-2006 fiscal year, in relation to the effec-
tiveness thereof

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

Section 1. Legislative intent. In an effort to pronote full disclo-
sure to patients about possible |ong and short term side effects of
pharmaceuticals, as well as the possible interactions with other pharnm-
ceuticals, to pronote patients' involvenent in health care decisions and
to pronote informed consultation with their physician or other health
care practitioner, the legislature, in its role as purchaser of
prescription drugs and admnistrator of prescription drug prograns,
hereby deens it in the public interest to require pharnmaceutical conpa-
nies that market their pharmaceuticals in New York state, to post the
results of all <clinical trials and studies regarding such pharnaceu-
ticals on the departnent's website.

S 2. Section 270 of the public health |aw is anmended by addi ng two new
subdi visions 14 and 15 to read as foll ows:

14. "PHARMACEUTI CAL CLINICAL TRIAL" OR "CLINICAL TRIAL" MEANS ANY
MEDI CAL  AND SClI ENTI FI C EVI DENCE RELATI NG TO THE SAFETY OR EFFI CACY OF A
DRUG WHETHER OR NOT COVPLETED I N FULL, | NCLUDI NG BUT NOT LIM TED TGO

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(1) A CLIN CAL | NVESTI GATI ON THAT | NVOLVES ANY TRI AL TO TEST THE SAFE-
TY OR EFFI CACY OF A PRESCRI PTI ON DRUG WTH ONE OR MORE HUMAN SUBJECTS
AND THAT IS | NTENDED TO BE SUBM TTED TO, OR HELD FOR | NSPECTI ON BY, THE
FEDERAL FOOD AND DRUG ADM NI STRATI ON (FDA) AS PART OF ANY APPLI CATI ON
FOR A RESEARCH OR MARKETI NG PERM T OR FOR ANY OTHER TYPE OF APPLI CATI ON,
PERM T, PROCEDURE OR REQUI REMENT OF THE FDA, | NCLUDI NG BUT NOT LI M TED
TO AN ABBREVI ATED NEW DRUG APPLI CATI ON, AN | NVESTI GATI ONAL NEW DRUG
APPLI CATION, A NEW DRUG APPLI CATI ON, NON- CONFI DENTI AL ADDI TI ONS TO THE
DRUG MASTER FI LE, POSTMARKETI NG ADVERSE EVENTS RECORDI NG, OR COWPLI ANCE
W TH THE ELECTRONI C OR PAPER COMMON TECHNI CAL DOCUMENT; AND

(1) ANY PHARMACOLOG CAL STUDY SUBSEQUENT TO I NI TI AL APPROVAL FOR SALE
BY THE FDA, |NCLUDI NG STUDI ES ASSESSI NG POTENTI AL OFF- LABEL APPLI CA-
TI ONS, NEW THERAPI ES, NEW WAYS OF USI NG KNOAN TREATMENTS AND COMPARATI VE
DRUG TRI ALS ASSESSI NG THE EFFI CACY OR SAFETY OF A DRUG COVPARED TO OTHER
THERAPI ES.

15. "MANUFACTURER' MEANS A MANUFACTURER OF PRESCRI PTION DRUGS OR AN
AFFI LI ATE OF SUCH MANUFACTURER.

S 3. The public health law is amended by addi ng a new section 279 to
read as foll ows:

S 279. CLINNCAL TRIAL REA STRY. 1. THERE |S HEREBY CREATED IN THE
DEPARTMENT THE NEW YORK STATE CLI NI CAL TRI AL REGQ STRY ( REFERRED TO I N
THI'S SECTI ON AS THE "REG STRY"). THE PURPOSE OF THE REG STRY SHALL BE TO
SERVE AS A COVPREHENSI VE REPCSI TORY OF | NFORVATI ON REGARDI NG ALL CLIN
|CAL TRIALS OF PRESCRIPTION DRUGS SOLD, DELI VERED, DI SPENSED, OFFERED
FOR SALE OR G VEN AVWAY IN THI S STATE, | NCLUDI NG | NFORVATI ON ABOUT THE
RESULTS OF SUCH TRI ALS, REGARDLESS OF OUTCOME.

2. ALL I NFORVATION IN THE REA STRY SHALL BE MADE PUBLI CLY AVAI LABLE,
| NCLUDI NG ON THE | NTERNET. THE DEPARTMENT MAY ESTABLISH A LINK TO A
VWEBSI TE HOSTED BY THE NATI ONAL | NSTI TUTE OF HEALTH, AS LONGAS IT IS A
FREE, NON- SUBSCRIPTION SITE THAT PROVIDES ALL OF THE | NFORVATI ON
REQU RED IN SUBDI VISION FOUR OF THIS SECTION AND IS I N CONFORM TY W TH
ANY ADDI TI ONAL REGULATI ONS ADOPTED BY THE DEPARTMENT.

3. THE MANUFACTURER OF EVERY PHARVACEUTI CAL DRUG MARKETED OR OFFERED
FOR SALE IN NEW YORK STATE SHALL SUBM T ALL MEDI CAL AND SCI ENTI FI C
EVI DENCE AND | NFORMATI ON FROM CLI NI CAL TRI ALS REGARDI NG THE PRESCRI PTI ON
DRUG TO THE NEW YORK STATE CLI NI CAL TRI AL REA STRY. TO THE EXTENT THAT
DI SCLOSURE |S PERM TTED UNDER FEDERAL LAW THE REGQ STRY SHALL | NCLUDE,
BUT NOT BE LIM TED TO, THE FOLLOW NG | NFORVATI ON:

(A) NAME OF ALL MANUFACTURERS, FUNDERS AND CLIN CAL TRIAL SPONSCRS,
| NCLUDI NG THE NAME AND CONTACT | NFORVMATI ON, AS WELL AS THE | NSTI TUTI ONAL
AFFI LI ATI ON OF ALL SPONSORS, CO SPONSORS AND ADM NI STRATORS;

(B) SUMWARY OF THE PURPOSE OF THE CLI NI CAL TRI AL, | NCLUDI NG THE NAME
OF THE DRUG BEI NG TESTED AND | TS ACTI VE | NGREDI ENTS, OVERALL DESIGN OF
THE STUDY, | NCLUDI NG STATISTICAL METHOD TO BE EMPLOYED, STATUS/ PHASE
TYPE OF THE TRI AL, | NCLUSI ON AND EXCLUSI ON CRI TERI A, TREATMENT METHODS
USED, ALL HYPOTHESES TESTED BY THE TRI AL, THE MEDI CAL CONDI TI ON OR
CONDI TI ONS BEI NG STUDI ED AND QUTCOVES THAT WERE EVALUATED;

(C) START AND END DATE OF TRI AL;

(D) | NFORMATI ON PERTAINING TO THE RESULTS OF THE CLIN CAL TRIAL,
I NCLUDING BUT NOT LIMTED TO POTENTI AL OR ACTUAL ADVERSE EFFECTS OF
THE DRUG OR Bl OLOd CAL PRODUCT ASSCCIATED WTH THE CLIN CAL TRIAL,
| NCLUDI NG THE FREQUENCY, SEVERI TY, AND NATURE OF ADVERSE EVENTS FOR ANY
TRI AL PARTI Cl PANT, AND THE NUMBERS OF PARTICI PANTS WHO DI SCONTI NUED
PARTI Cl PATION I N THE TRI AL AND THE REASONS FOR DI SCONTI NUANCE; AND
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(E) ANY OTHER | NFORVATI ON DETERM NED BY THE COWM SSI ONER TO BE RELE-
VANT TO ENSURE THE SAFETY OF PRESCRI PTI ON DRUGS PURCHASED BY THE STATE
OR WTH STATE FUNDS.

4. THE COWM SSI ONER SHALL:

(A) COLLECT AND HAVE POSTED SUCH RESULTS, DATI NG BACK TO ALL CLI NI CAL
TRI ALS COWLETED OR TERM NATED ON AND AFTER JANUARY FI RST, N NETEEN
HUNDRED NI NETY, | NCLUDI NG ANY CLINICAL TRIALS COWLETED AFTER A
PRESCRI PTI ON DRUG HAS BEEN APPROVED FOR SALE BY THE FEDERAL FOOD AND
DRUG ADM NI STRATI ON (FDA) OR I TS SUCCESSOR AGENCY;

(B) MONITOR SUCH WEBSITE FOR COWPLIANCE W TH THE REQUI REMENTS OF
SUBDI VI SI ON THREE OF THI S SECTI ON; AND

(© ENSURE PUBLI C ACCESS THROUGH PUBLI C SERVI CE ANNOUNCEMENTS.

5. NO PHARMACEUTI CAL DRUG MAY BE SOLD OR OFFERED FOR SALE IN TH'S
STATE UNLESS THE MANUFACTURER OF THE PRESCRI PTI ON DRUG HAS COVPLI ED W TH
TH'S SECTION. TH' S SUBDI VI SI ON SHALL NOT APPLY TO ANY PRESCRI PTI ON DRUG
THAT HAS BEEN SOLD IN THI' S STATE PRI OR TO ONE YEAR AFTER THE EFFECTI VE
DATE OF THI' S SECTI ON. DI SCLOSURE SHALL OCCUR | N THE FOLLOW NG | NSTANCES:

(A) NEW DRUG APPLI CATI ONS, W THI N SI XTY DAYS OF APPROVAL BY THE FDA OR
W TH N NI NETY DAYS OF THE EFFECTI VE DATE OF THI S SECTION, WH CHEVER IS
LATER;

(B) A DRUG THAT HAS BEEN APPROVED FOR SALE BY THE FDA, W THI N NI NETY
DAYS AFTER THE COVPLETI ON OR TERM NATI ON OF THE CLINI CAL TRIAL; OR W TH-
I N NINETY DAYS OF THE EFFECTIVE DATE OF THI S SECTION, WH CHEVER IS
LATER;

(C) DISCONTINUED TRIALS, SUCH AS THOSE STOPPED FOR SAFETY REASONS,
| NFORVATI ON SHALL BE POSTED W THI N THI RTY DAYS OF THE TERM NATI ON OF THE
TRIAL OR WTH N NI NETY DAYS OF THE EFFECTIVE DATE OF TH S SECTION,
VWH CHEVER | S EARLI ER

6. MANUFACTURERS MAY APPLY TO THE COWM SSI ONER FOR AN EXTENSI ON OF SI X
MONTHS | F THEY CAN DOCUMENT THAT THE CLINI CAL TRIAL WLL BE PUBLI SHED I N
A PEER-REVI EWMED MEDI CAL JOURNAL AND THAT PUBLI CATI ON ON THE CLI NI CAL
TRI AL REG STRY WLL VI OLATE THE TERM5 OF SUCH PUBLI CATION. THE COW S-
SIONER SHALL USE H'S OR HER DI SCRETI ON TO APPROVE OR DENY TH S APPLI CA-
TION, HOAEVER, | N THE EVENT OF | NFORVATI ON VI TAL TO THE PUBLIC SAFETY,
THE APPLI CATI ON SHALL BE DEN ED. EXTENSI ONS SHALL BE RESTRI CTED TO ONE
FOR EACH CLI NI CAL TRI AL.

7. NOTW THSTANDI NG SECTI ON TWELVE OF TH S CHAPTER, THE ATTORNEY GENER-
AL SHALL HAVE THE AUTHORI TY TO BRING AN ACTION TO ENFORCE COVPLI ANCE
WTH TH S SECTI ON W THOUT REFERRAL BY THE COVWM SSI ONER.

8. THE COW SSI ONER MAY GRANT A WAI VER TO PERM T SALE OR OFFERI NG FOR
SALE OF A PRESCRI PTI ON DRUG WHERE THE MANUFACTURER OF THE PRESCRI PTI ON
DRUG HAS NOT COWPLI ED WTH TH' S SECTI ON. A WAl VER UNDER THI' S SUBDI VI SI ON
SHALL BE BASED ON A FINDI NG BY THE COW SSI ONER THAT SPECI AL Cl RCUM:
STANCES REQUI RE THE WAI VER I N ORDER TO PROTECT THE HEALTH OF A PATI ENT
OR PATIENTS. THE WAIVER MAY BE SOUGHT BY A HEALTH CARE PRACTI TI ONER
SEEKI NG TO PRESCRI BE THE PRESCRI PTI ON DRUG OR A PATI ENT TO WVHOM A HEALTH
CARE PRACTI TI ONER HAS PRESCRI BED THE PRESCRI PTI ON DRUG ~ THE COWM SSI ON-
ER SHALL APPROPRI ATELY LIMT THE EXTENT OF THE WAIVER AS TO TI M,
Cl RCUMSTANCES, CLASS OF HEALTH CARE PRACTI TI ONERS OR PATI ENTS, OR | NDI -
VI DUAL HEALTH CARE PRACTI TI ONER OR PATI ENT. THE WAI VER SHALL BE I N WRI T-
I NG SHALL SPECI FI CALLY STATE THE FINDINGS ON WVHICH |IT IS BASED, AND
SHALL BE A PUBLI C DOCUMENT, PROVI DED THAT ANY DI SCLOSURE OF THE DOCUMENT
SHALL | NCLUDE APPROPRI ATE REDACTI ON OF | NDI VI DUAL PATI ENT | DENTI FYI NG
| NFORVATI ON AND TRADE SECRET | NFORVATI ON THAT WoULD BE EXEMPT FROM
DI SCLOSURE UNDER THE FEDERAL OR STATE FREEDOM OF | NFORMATI ON LAW
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9. THE COWM SSI ONER SHALL PROMULGATE RULES AND REGULATI ONS TO PREVENT
THE DI SCLOSURE OF ANY TRADE SECRETS RESULTI NG FROM THE OPERATI ON OF THE
CLINl CAL TRI AL REG STRY.

S 4. Reporting requirenents. The conm ssioner of health shall nmake an
annual report to the legislature of his or her findings and recomenda-
tions concerning the effectiveness, inpact and benefits derived fromthe
posting of pharmaceutical clinical trials and studies as provided for in
this act. Such report shall be delivered on or before the first day of
March and shall contain evaluations of the policies and any | egislation
deened necessary and proper.

S 5. Subdivision 1 of section 79 of part C of chapter 58 of the | aws
of 2005, anending the public health law and other laws relating to
i mplenenting the state fiscal plan for the 2005-2006 fiscal year, is
amended to read as foll ows:

1. sections ten through fifteen of this act shall expire and be deened
repeal ed on and after June 15, 2012; PROVI DED, HOWEVER, THAT SECTI ON 270
OF THE PUBLI C HEALTH LAW AS ADDED BY SECTI ON TEN OF THI S ACT, SHALL NOT
EXPI RE OR BE DEEMED REPEALED

S 6. This act shall take effect imediately; provided, however, that
the anendnents to article 2-A of the public health | aw nmade by section
three of this act shall survive the repeal of such article, as provided
in section 79 of part C of chapter 58 of the |laws of 2005, as amended.
Ef fective imedi ately, the addition, amendnent and/or repeal of any rule
or regul ation necessary for the inplenmentation of this act on its effec-
tive date are authorized and directed to be nade and conpleted on or
bef ore such effective date.



