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STATE OF NEW YORK

539
2013- 2014 Regul ar Sessi ons
I N ASSEMBLY
( PREFI LED)
January 9, 2013

Introduced by M of A G BSON, CRESPO, JAFFEE -- Milti-Sponsored by --
M of A BRENNAN, MARKEY, M LLMAN, PERRY, TH ELE -- read once and
referred to the Conmttee on Health

AN ACT to anend the public health law, in relation to creating the |upus
research enhancenent program and to anend the state finance law, in
relation to creating the |upus research enhancenent fund

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 4-Ato read as foll ows:

TITLE I'V-A
LUPUS RESEARCH ENHANCEMENT ACT

SECTI ON 256. SHORT TI TLE.
256- A. LEG SLATI VE | NTENT.
256-B. DEFI NI TI ON.
256- C. LUPUS RESEARCH ENHANCEMENT PROGRAM
256-D. LUPUS RESEARCH ADVI SORY COUNCI L.
256- E. LUPUS RESEARCH ENHANCEMENT FUND
S 256. SHORT TITLE. TH'S TI TLE SHALL BE KNOWN AND MAY BE Cl TED AS THE
"LUPUS RESEARCH ENHANCEMENT ACT".
S 256-A. LEG SLATI VE | NTENT. 1. THE LEG SLATURE HEREBY FINDS THE
FOLLOW NG
(A) LUPUS I S A SERI OQUS, COWLEX, DEBI LI TATI NG AUTO MMUNE DI SEASE THAT
CAN CAUSE | NFLAMVATI ON AND Tl SSUE DAVAGE TO VI RTUALLY ANY ORGAN SYSTEM
IN THE BODY, | NCLUDING THE SKIN, JO NTS, OTHER CONNECTI VE Tl SSUE, BLOOD
AND BLOOD VESSELS, HEART, LUNGS, KI DNEY, AND BRAI N.
(B) THE LUPUS FOUNDATI ON OF AMERI CA, | NC. ESTI MATES THAT APPROXI MATELY
1.5 TO TWDO M LLI ON AMERI CANS LI VE WTH SOVE FORM OF LUPUS; LUPUS AFFECTS

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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WOVEN NI NE TI MES MORE OFTEN THAN MEN AND ElI GHTY PERCENT OF NEWY DI AG
NCSED CASES OF LUPUS DEVELOP AMONG WOVEN OF CHI LDBEARI NG ACGE.

(© LUPUS DI SPROPORTI ONATELY AFFECTS WOMEN OF COLCR - IT IS TWO TO
THREE TI MES MORE COVMON AMONG AFRI CAN- AMERI CANS, HI SPANI CS, ASI ANS AND
NATI VE AMERI CANS AND | S GENERALLY MORE PREVALENT I N M NORI TY POPULATI ONS
- A HEALTH DI SPARI TY THAT REMAI NS UNEXPLAI NED. ACCORDI NG TO THE CENTERS
FOR DI SEASE CONTROL AND PREVENTION THE RATE OF LUPUS MORTALITY HAS
| NCREASED SINCE THE LATE NI NETEEN SEVENTI ES AND | S H GHER AMONG OLDER
AFRI CAN- AVERI CAN WOVEN.

(D) NO NEW DRUGS HAVE BEEN APPROVED BY THE U.S. FOOD AND DRUG ADM NI S-
TRATI ON SPECI FI CALLY FOR LUPUS | N NEARLY FORTY YEARS, AND VWH LE CURRENT
TREATMENTS FOR THE DI SEASE CAN BE EFFECTI VE, THEY CAN LEAD TO DAMAG NG
SI DE EFFECTS.

(E) THE PAIN AND FATI GUE ASSOCI ATED W TH LUPUS CAN THREATEN PEOPLE' S
ABI LI'TY TO LI VE | NDEPENDENTLY, MAKE IT DI FFI CULT TO NMAI NTAI N EMPLOYMENT
AND LEAD NORVAL LI'VES, AND ONE IN FIVE PEOPLE WTH LUPUS | S DI SABLED BY
THE DI SEASE, AND CONSEQUENTLY RECEI VES SUPPORT FROM GOVERNMENT PROGRAMS,
I NCLUDI NG MEDI CARE, MEDI CAI D, SOCIAL SECURITY D SABILITY, AND SOCl AL
SECURI TY SUPPLEMENTAL | NCOVE.

(F) THE ESTIMATED AVERAGE ANNUAL COST OF MEDI CAL TREATMENT FOR AN
I NDI VI DUAL W TH LUPUS CAN RANGE BETWEEN TEN THOUSAND DCOLLARS AND THI RTY
THOUSAND DOLLARS; FOR PEOPLE WHO HAVE THE MOST SERI QUS FORM OF LUPUS,
MEDI CAL COSTS CAN GREATLY EXCEED THI'S AMOUNT, CAUSING A Sl GNI FI CANT
ECONOM C, EMOTI ONAL AND SOCI AL BURDEN TO THE ENTI RE FAM LY AND SOCI ETY.

(G MORE THAN HALF OF THE PEOPLE W TH LUPUS SUFFER FOUR OR MORE YEARS
AND VI SIT THREE OR MORE PHYSI CI ANS BEFORE OBTAINNNG A DI AGNOSIS OF
LUPUS; EARLY DI AGNOSIS OF AND COMMENCEMENT OF TREATMENT FOR LUPUS CAN
PREVENT OR REDUCE SERI OQUS ORGAN DAMAGE, DI SABILITY, AND DEATH.

(H) DESPI TE THE MAGNI TUDE OF LUPUS AND I TS | MPACT ON | NDI VI DUALS AND
FAM LI ES, HEALTH PROFESSI ONAL AND PUBLI C UNDERSTANDI NG OF LUPUS REMAI NS
LOWN ONLY ONE OF FI VE AMERI CANS CAN PROVI DE EVEN BASI C | NFORVATI ON ABOUT
LUPUS, AND AWARENESS OF LUPUS IS LOAEST AMONG ADULTS AGES EIGHTEEN TO
TH RTY- FOUR - THE AGE GROUP MOST LI KELY TO DEVELOP SYMPTOVS OF LUPUS.

(I') LUPUS IS A SIGNFICANT NATIONAL HEALTH | SSUE THAT DESERVES A
COVMPREHENSI VE AND COORDI NATED RESPONSE BY STATE AND FEDERAL  GOVERNMENTS
W TH | N\VOLVEMENT OF THE HEALTH CARE PROVI DER, PATI ENT, AND PUBLI C HEALTH
COMVUNI Tl ES.

2. THE PURPCSES OF TH S TI TLE ARE:

(A) TO PROMOTE BASI C AND CLI NI CAL RESEARCH PROGRAMS DESI GNED TO REDUCE
OR PREVENT SUFFERING FROM LUPUS, BY PROVI DI NG ADDI TI ONAL FUNDI NG TO
STATE ACADEM C MEDI CAL | NSTI TUTI ONS W THI N THE STATE CURRENTLY CONDUCT-
ING OR HAVING AN |INTEREST | N CONDUCTI NG BASI C AND CLI NI CAL, SOCI AL,
TRANSLATI ONAL, TECHNCLOGE CAL, EPI DEM OLOG CAL, AND BEHAVI ORAL RESEARCH
ON LUPUS. SUCH ACTI VI TI ES MAY | NCLUDE:

(1) 1 NVESTI GATI NG THE PATHOGENESI S AND PHYSI OLOGY OF LUPUS;

(1'1) 1 DENTI FYI NG AND VALI DATI NG LUPUS Bl OVARKERS;

(1'11) ENHANCING THE STATEWDE |NFRASTRUCTURE TO CONDUCT CLI NI CAL
TRI ALS OF POTENTI AL NEW LUPUS THERAPI ES;

(1 DEVELOPI NG OR | MPROVI NG DI AGNOSTI C TESTS FOR EARLY DETECTI ON  OF
LUPUS; AND

(V) DEVELOPI NG NOVEL THERAPI ES TO TREAT LUPUS.

(B) TO ESTABLISH A MJULTI DI SCI PLI NARY LUPUS RESEARCH ADVI SCRY COUNCI L
TO MONI TOR PROGRESS AND MAKE GRANTI NG RECOMVENDATI ONS TO THE DEPARTMENT.

S 256-B. DEFINITION. AS USED IN THI' S TI TLE, "PROGRAM' SHALL MEAN THE
LUPUS RESEARCH ENHANCEMENT PROGRAM CREATED PURSUANT TO SECTI ON TWO
HUNDRED FI FTY-SI X-C OF THI'S TI TLE.
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S 256-C. LUPUS RESEARCH ENHANCEMENT PROGRAM 1. THE COWM SS| ONER SHALL
ESTABLI SH W THI N THE DEPARTMENT A LUPUS RESEARCH ENHANCEMENT PROGRAM
THROUGH WH CH THE DEPARTMENT SHALL MAKE GRANTS TO STATE ACADEM C MEDI CAL
I NSTI TUTI ONS W THI N THE STATE CURRENTLY CONDUCTI NG OR HAVI NG AN | NTEREST
I N CONDUCTI NG BASI C AND CLI NI CAL, SOCI AL, TRANSLATI ONAL, TECHNOLOG CAL,
EPI DEM OLOG CAL, AND BEHAVI ORAL RESEARCH ON LUPUS.

2. ALL RESEARCH FUNDS SHALL BE AWARDED ON THE BASIS OF THE RESEARCH
PRIORI TIES ESTABLI SHED FOR THE PROGRAM AND THE SCI ENTI FIC MERIT OF THE
PROPOSED RESEARCH, AS DETERM NED BY AN OPEN, COWPETITIVE PEER REVI EW
PROCESS THAT ENSURES OBJECTIVITY, CONSISTENCY, AND H GH QUALITY. ALL
I NVESTI GATORS, REGARDLESS OF AFFI LI ATI ON, SHALL HAVE EQUAL ACCESS AND
OPPORTUNI TY TO COVWETE FOR PROGRAM FUNDS.

3. THE PEER REVIEW PROCESS FOR THE SELECTI ON OF RESEARCH GRANTS
AWARDED UNDER THI S PROGRAM SHALL BE MODELED GENERALLY ON THAT USED BY
THE NATI ONAL | NSTI TUTES OF HEALTH I N | TS GRANT MAKI NG PROCESS.

4. AN AWARDEE SHALL BE AWARDED GRANTS FOR THE FULL COST, BOTH DI RECT
AND | NDI RECT, OF CONDUCTI NG THE SPONSORED RESEARCH CONSI STENT W TH THOSE
FEDERAL GUI DELI NES GOVERNI NG ALL FEDERAL RESEARCH GRANTS AND CONTRACTS.
ALL | NTELLECTUAL PROPERTY ASSETS DEVELOPED UNDER TH S PROGRAM SHALL BE
TREATED | N ACCORDANCE W TH STATE AND FEDERAL LAW

5. I'N ESTABLI SHI NG | TS RESEARCH PRI ORI TI ES, THE STATE SHALL CONSULT
WTH THE LUPUS RESEARCH ADVI SORY COUNCI L AND CONS|I DER A BROAD RANGE OF
CRCSS- DI SCI PLI NARY  LUPUS RESEARCH, |INCLUDING BUT NOT' LIMTED TGO
RESEARCH | NTO THE CAUSE, CURE, AND DI AGNOSI S OF LUPUS; TRANSLATI ONAL AND
TECHNOLOG CAL  RESEARCH, | NCLUDI NG RESEARCH TO DEVELOP | MPROVED DI AGNCS-
TI C TESTS;, RESEARCH REGARDI NG THE CULTURAL, ECONOM C, AND LEGAL BARRI ERS
TO ACCESSI NG THE HEALTH CARE SYSTEM FOR EARLY DETECTI ON AND TREATMENT OF
LUPUS; AND RESEARCH EXAM NI NG THE HEALTH DI SPARI TI ES SEEN IN THE | NCl -
DENCE AND PREVALENCE OF LUPUS.

S 256-D. LUPUS RESEARCH ADVI SORY COUNCI L. 1. OPERATIONS. (A) THE COUN-
ClL SHALL BE COVWPRI SED OF FI FTEEN MEMBERS REPRESENTI NG A BROAD RANGE OF
EXPERTI SE AND EXPERI ENCE.

(B) I NDI VIDUALS AND ORGANIZATIONS MAY SUBM T NOM NATIONS TO THE
COW SSI ONER THROUGH THE COUNCI L.

(© EACH APPO NTED COUNCI L MEMBER SHOULD HAVE FAM LI ARITY W TH LUPUS
AND | SSUES THAT SURROUND LUPUS AND BE ONE OF THE FOLLOWN NG  HEALTH AND
MEDI CAL  PROFESSI ONAL W TH EXPERTI SE I N LUPUS; AN | NDI VI DUAL W TH LUPUS;
A REPRESENTATI VE FROM A LOCAL OR COUNTY HEALTH DEPARTMENT; OR A RECOG
Nl ZED EXPERT IN THE PROVISION OF HEALTH SERVICES TO WOMVEN, LUPUS
RESEARCH OR HEALTH DI SPARI Tl ES.

(D) THE COUNCI L SHALL BE COVPRI SED AS FOLLOWE:

(1) AT LEAST THREE | NDI VI DUALS W TH LUPUS;

(1) NO MORE THAN TWO REPRESENTATI VES FROM THE DEPARTMENT;

(1'1'1) AT LEAST FI VE | NDI VI DUALS FROM LUPUS NONPROFI T HEALTH ORGANI ZA-
TI ONS; AND

(1'V) AT LEAST FI VE SCI ENTI STS OR CLI NI CI ANS W TH EXPERI ENCE | N LUPUS
AND WHO PARTI Cl PATE | N VARI QUS FI ELDS OF SCI ENTI FI C ENDEAVOR, | NCLUDI NG,
BUT NOT LIMTED TO THE FI ELDS OF BI OVEDI CAL RESEARCH, SOCI AL, TRANSLA-
TI ONAL, BEHAVI ORAL AND EPI DEM OLOG CAL RESEARCH, AND PUBLI C HEALTH.

(E) ALL MEMBERS OF THE COUNCI L SHALL BE APPO NTED BY THE COWM SSI ONER
AND THE COWM SSI ONER SHALL CHOOSE FROM AMONG THE FI FTEEN COUNCI L MEMBERS
ONE MEMBER TO SERVE AS CHAI R

(F) ALL MEMBERS OF THE COUNCIL SHALL SERVE TERMS OF TWO YEARS EACH.
MEMBERS CAN BE NAMED TO SERVE A TOTAL OF TWO TERMS AND TERMS CAN BE
CONSECUTI VE.
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(G MEMBERS SHALL SERVE W THOUT COMPENSATI ON, BUT SHALL BE ENTI TLED TO
ACTUAL, NECESSARY EXPENSES | NCURRED | N THE PERFORVANCE OF THEI R BUSI NESS
AS MEMBERS OF THE COUNCI L.

( A MAJORITY OF THE MEMBERS OF THE COUNCIL SHALL CONSTI TUTE A
QUORUM A MAJORITY VOTE OF A QUORUM SHALL BE REQUI RED FOR ANY OFFI Cl AL
ACTI ON OF THE COUNCI L.

(1) THE COUNCI L SHALL MEET AT THE CALL OF THE CHAIR, BUT NOT LESS THAN
FOUR TI MES PER YEAR

2. FUNCTI ONS. THE LUPUS RESEARCH ADVI SORY COUNCI L SHALL:

(A) REVIEW SUBM TTED GRANT APPLI CATI ONS AND MAKE RECOMVENDATI ONS TO
THE COWMM SSI ONER, AND THE COMM SSI ONER SHALL, AT HI'S OR HER DI SCRETI ON,
GRANT APPROVAL OF APPLI CATI ONS FOR GRANTS FROM THOSE APPLI CATI ONS RECOM
MENDED BY THE COUNCIL (I F A COUNCI L MEMBER SUBM TS AN APPLI CATI ON FOR A
GRANT FROM THE LUPUS RESEARCH AND EDUCATION FUND, HE OR SHE WLL BE
PROHI BI TED FROM REVI EWNG AND MAKI NG A RECOMMENDATI ON ON THE APPLI CA-
TITON) ;

(B) CONSULT WTH THE NATIONAL |NSTITUTES OF HEALTH, CENTERS FOR
DI SEASE CONTROL AND PREVENTI ON, THE AGENCY FOR HEALTHCARE RESEARCH AND
QUALI TY, THE NATI ONAL ACADEMY OF SCI ENCES (1 NSTI TUTE OF MEDI CI NE), LUPUS
ADVOCACY GROUPS, AND OTHER ORGANI ZATIONS OR ENTITIES WH CH MAY BE
| \VOLVED | N LUPUS RESEARCH TO SOLICI T BOTH | NFORVATI ON REGARDI NG LUPUS
RESEARCH PROJECTS THAT ARE CURRENTLY BEI NG CONDUCTED AND RECOMVENDATI ONS
FOR FUTURE RESEARCH PROJECTS; AND

(C) SHALL TRANSM T ANNUALLY ON OR BEFORE DECEMBER THIRTY-FIRST, A
REPORT TO THE LEGQ SLATURE ON GRANTS MADE, GRANTS | N PROGRESS, PROGRAM
ACCOWPLI SHVENTS, AND FUTURE PROGRAM DI RECTIONS. EACH REPORT SHALL
| NCLUDE, BUT NOT BE LIM TED TO, THE FOLLOW NG | NFORMATI ON:

(1) THE NUMBER AND DOLLAR AMOUNTS OF RESEARCH GRANTS, | NCLUDI NG THE
AMOUNT ALLOCATED TO | NDI RECT COSTS;

(11) THE SUBJECT OF RESEARCH GRANTS;

(111) THE RELATI ONSH P BETWEEN FEDERAL AND STATE FUNDING FOR LUPUS
RESEARCH;

(1V) THE RELATI ONSHI P BETWEEN EACH PRQJECT AND THE OVERALL STRATEGY OF
THE RESEARCH PROGRAM

(V) A SUMVARY OF RESEARCH FI NDI NGS | NCLUDI NG DI SCUSSI ON OF PROM SI NG
NEW AREAS;

(V1) THE | NSTI TUTI ONS AND CAMPUSES RECEI VI NG GRANT AWARDS; AND

(VI1) THE FI RST ANNUAL REPORT SHALL | NCLUDE AN EVALUATION AND RECOM
MENDATI ONS CONCERNING THE DESIRABILITY AND FEASIBILITY OF REQUI Rl NG
FOR- PROFI T GRANTEES TO COVPENSATE THE STATE IN THE EVENT THAT A GRANT
RESULTS IN THE DEVELOPMENT OF A PROFI T- MAKI NG PRODUCT. THI' S EVALUATI ON
SHALL | NCLUDE, BUT NOT BE LIM TED TO, THE COSTS AND BENEFI TS OF REQUI R-
ING A FOR PROFI T GRANTEE TO REPAY THE GRANT, TO PROVI DE THE PRODUCT AT
COST TO STATE PROGRAMS SERVI NG LOW | NCOVE LUPUS PATI ENTS, AND TO PAY THE
STATE A PERCENTAGE OF THE ROYALTI ES DERI VED FROM THE PRODUCT.

3. CONTRI BUTI ONS. THE SECRETARY OF THE LUPUS RESEARCH ADVI SORY COUNCI L
MAY ACCEPT GRANTS, SERVI CES, AND PROPERTY FROM THE FEDERAL GOVERNVENT,
FOUNDATI ONS, ORGANI ZATI ONS, MEDI CAL SCHOOLS, AND OTHER ENTI TI ES AS MAY
BE AVAI LABLE FOR THE PURPOSES OF FULFILLING THE OBLIGATIONS OF THI'S
PROGRAM ANY SUCH FUNDS SHALL SUPPLEMENT AND NOT SUPPLANT APPROPRI ATl ONS
PROVI DED FOR THE | MPLEMENTATI ON OF THI S ARTI CLE.

4. WAl VERS. THE SECRETARY OF THE LUPUS RESEARCH ADVI SORY COUNCI L SHALL
SEEK ANY FEDERAL WAIVER OR WAl VERS THAT MAY BE NECESSARY TO MAXI M ZE
FUNDS FROM THE FEDERAL GOVERNVENT TO | MPLEMENT THI S PROGRAM

S 256-E. LUPUS RESEARCH ENHANCEMENT FUND. ALL MONEYS RECEl VED PURSUANT
TO SECTI ON TWO HUNDRED FI FTY-SIX-C OF THI'S TITLE SHALL BE CREDITED TO
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THE FUND, AS ESTABLI SHED BY SECTI ON NI NETY-FI VE-H OF THE STATE FI NANCE
LAW THE COW SSIONER SHALL USE THE FUND TO ADM NI STER THE LUPUS
RESEARCH ENHANCEMENT PROGRAM AND TO MAKE GRANTS TO AWARDEES PURSUANT TO
SECTI ON TWD HUNDRED FI FTY-SI X-C OF TH S TI TLE.

S 2. The state finance |law is anended by adding a new section 95-h to
read as foll ows:

S 95-H LUPUS RESEARCH ENHANCEMENT FUND. 1. THERE |S HEREBY ESTAB-
LISHED |IN THE JO NT CUSTODY OF THE COWM SSI ONER OF TAXATI ON AND FI NANCE
AND THE COWPTROLLER, A SPECI AL FUND TO BE KNOAWN AS THE "LUPUS RESEARCH
ENHANCEMENT FUND" .

2. SUCH FUND SHALL CONSI ST OF ALL MONI ES APPROPRI ATED FOR THE PURPCSE
OF SUCH FUND AND ANY GRANT, G FT OR BEQUEST MADE TO THE LUPUS RESEARCH
ENHANCEMENT PROGRAM AS ESTABLI SHED BY Tl TLE FOUR- A OF ARTI CLE TWO OF THE
PUBLI C HEALTH LAW

3. MONEYS OF THE FUND SHALL BE AVAI LABLE FOR GRANTS THROUGH THE LUPUS
RESEARCH ENHANCEMENT PROGRAM ADVI SORY COUNCI L AND FOR THE EXPENSES OF
THE LUPUS RESEARCH ENHANCEMENT PROGRAM ADVI SORY COUNCI L, AND SHALL BE
EXPENDED ONLY FOR THE PURPOSES SPELLED QOUT |IN SECTIONS TWO HUNDRED
FI FTY-SI X-C AND TWD HUNDRED FI FTY-SI X-D OF THE PUBLI C HEALTH LAW

4. MONEYS |IN THE LUPUS RESEARCH ENHANCEMENT FUND SHALL BE KEPT SEPA-
RATE AND SHALL NOT BE COVM NGLED W TH ANY OTHER MONEYS | N THE CUSTODY OF
THE COWMM SSI ONER OF TAXATI ON AND FI NANCE AND THE COVPTROLLER

5. THE MONEYS OF THE FUND SHALL BE PAID OQUT ON THE AUDIT AND WARRANT
OF THE COVWPTROLLER ON VOUCHERS CERTI FI ED OR APPROVED BY THE COWM SSI ONER
OF HEALTH, OR BY AN OFFICER OR EMPLOYEE OF THE DEPARTMENT OF HEALTH
DESI GNATED BY SUCH COVM SSI ONER.

S 3. This act shall take effect immediately.



