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STATE OF NEW YORK

469

2023- 2024 Regul ar Sessi ons

| N ASSEMBLY

January 9, 2023

Introduced by M of A PEOPLES- STOKES, THH ELE, SANTABARBARA -- 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 anmend the state finance law, in
relation to creating the |upus research enhancenment fund

The People of the State of New York, represented in Senate and Assem
bly, do enact as foll ows:

Section 1. Article 2 of the public health Iaw is amended by adding a

newtitle 4-Ato read as foll ows:
TITLE I V-A
LUPUS RESEARCH ENHANCENMENT ACT

Section 256. Short title.

256-a. legislative intent.

256-b. Definition.

256-c. lupus research enhancenent program

256-d. lLupus research advisory council

256-e. lLupus research enhancenent fund.

8 256. Short title. This title shall be known and nmay be cited as the
"l upus research enhancenent act".

8§ 256-a. legislative intent. 1. The legislature hereby finds the
foll ow ng:

(a) lupus is a serious, conplex, debilitating autoi mune di sease that
can cause inflanmmtion and tissue danage to virtually any organ system
in the body, including the skin, joints, other connective tissue, bl ood
and bl ood vessels, heart, lungs. kidney, and brain

(b) The Lupus Foundation of Anerica, Inc. estimtes that approxinmately
1.5 to two mllion Anericans live with sone formof lupus; lupus affects
wonen nine tines nore often than nen and eighty percent of newy diag-
nosed cases of |upus devel op anobng wonen of chil dbearing age.

(c) lLupus disproportionately affects wonen of color - it is two to
three tinmes nore common anong African-Anericans, Hispanics, Asians and
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Native Anericans and is generally nore prevalent in mnority populations
- a health disparity that renains unexplained. According to the Centers
for Disease Control and Prevention the rate of lupus nortality has
increased since the late nineteen seventies and is higher anong ol der
African- Aneri can wonen.

(d) No new drugs have been approved by the U S. Food and Drug Adninis-
tration specifically for lupus in nearly forty years, and while current
treatments for the disease can be effective, they can |l ead to danagi ng
side effects.

(e) The pain and fatigue associated with lupus can threaten people's
ability to live independently, nmake it difficult to naintain enpl oynent
and lead nornal lives, and one in five people with lupus is disabled by
the di sease, and consequently receives support from governnment prograns,
including nedicare, nedicaid., social security disability, and social
security supplenental incone.

(f) The estinmated average annual cost of nedical treatnent for an
individual with |upus can range between ten thousand dollars and thirty
thousand dollars; for people who have the nost serious formof [upus,
nedical costs can greatly exceed this anmpunt, causing a significant
econonic, enotional and social burden to the entire famly and society.

(g) Mre than half of the people with [upus suffer four or nore years
and visit three or nbre physicians before obtaining a diagnosis of
lupus; early diagnosis of and conmencenent of treatnment for |upus can
prevent or reduce serious organ damage, disability, and death

h) Despite the magnitude of lupus and its inpact on individuals and
families, health professional and public understanding of |upus remains
low, only one of five Anmericans can provide even basic infornmation about
|l upus, and awareness of lupus is |lowest anbng adults ages eighteen to
thirty-four - the age group nost likely to devel op synptons of | upus.

(i) lupus is a significant national health issue that deserves a
conprehensi ve and coordinated response by state and federal governnents
with involvenent of the health care provider, patient, and public health
comuni ties.

2. The purposes of this title are:

(a) To pronpte basic and clinical research prograns designed to reduce
or prevent suffering from lupus, by providing additional funding to
state acadenmic nedical institutions within the state currently conduct-
ing or having an interest in conducting basic and clinical, social
translational, technological, epidemological, and behavioral research
on lupus. Such activities may include:

i) investigating the pathogenesis and physiolo of lupus;

(ii) identifying and validating |upus bionarkers;

(iii) enhancing the statewide infrastructure to conduct clinica
trials of potential new | upus therapies:;

(iv) developing or inproving diagnostic tests for early detection of
| upus; and

(v) devel oping novel therapies to treat |upus.

(b) To establish a nultidisciplinary lupus research advi sory counci
to nonitor progress and nmeke granting recommendations to the departnent.

8 256-b. Definition. As used in this title, "progrant shall nean the
lupus research enhancenent program created pursuant to section two
hundred fifty-six-c of this title.

8 256-c. lupus research enhancenent program 1. The conm ssioner shal
establish within the departnment a lupus research enhancenent program
through which the departnent shall nake grants to state academ c nedi cal
institutions within the state currently conducting or having an interest
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in_ conducting basic and clinical, social, translational, technological
epi denm ol ogi cal ., and behavioral research on | upus.

2. Al research funds shall be awarded on the basis of the research
priorities established for the programand the scientific nerit of the
proposed research, as determned by an open., conpetitive peer review
process that ensures objectivity, consistency., and high quality. Al
investigators, regardless of affiliation, shall have equal access and
opportunity to conpete for program funds.

3. The peer review process for the selection of research grants
awarded under this programshall be nobdeled generally on that used by
the national institutes of health in its grant naking process.

4. An awardee shall be awarded grants for the full cost, both direct
and indirect, of conducting the sponsored research consistent with those
federal guidelines governing all federal research grants and contracts.
Al intellectual property assets devel oped under this program shall be
treated in accordance with state and federal |aw.

5. In establishing its research priorities, the state shall consult
with the [upus research advisory council and consider a broad range of
cross-disciplinary lupus research, including, but not linmted to,
research into the cause, cure, and diagnosis of lupus; translational and
technol ogical research, including research to develop inproved diagnos-
tic tests; research regarding the cultural, econonmc., and legal barriers
to accessing the health care systemfor early detection and treatnent of
lupus; and research exanining the health disparities seen in the inci-
dence and preval ence of | upus.

8 256-d. lLupus research advisory council. 1. Operations. (a) The coun-
cil shall be conprised of fifteen nmenbers representing a broad range of
expertise and experience.

(b) Individuals and organizations nmay subnit nonminations to the
conm ssioner through the council

(c) Each appointed council nenber should have faniliarity wth |upus
and issues that surround lupus and be one of the follow ng: health and
nedi cal professional with expertise in lupus; an individual with |upus;
a representative froma local or county health departnent; or a recog-
nized expert in the provision of health services to wonen, lupus
research or health disparities.

(d) The council shall be conprised as follows:

(i) at least three individuals with | upus;

(ii) no nore than two representatives fromthe departnent;

(iii) at least five individuals from|upus nonprofit health organi za-
tions; and

(iv) at least five scientists or clinicians with experience in |upus
and who participate in various fields of scientific endeavor, including.
but not linmted to, the fields of bionedical research, social, transla-
tional, behavioral and epi dem ol ogical research, and public health.

(e) Al nenbers of the council shall be appointed by the conmi ssioner
and the conmm ssioner shall choose fromanong the fifteen council nenbers
one nmenber to serve as chair.

(f) Al nenbers of the council shall serve terns of two years each.
Menmbers can be naned to serve a total of two ternms and terns can be
consecutive

(g) Menbers shall serve w thout conpensation, but shall be entitled to
actual, necessary expenses incurred in the perfornmance of their business
as nenbers of the council
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(h) A majority of the nenbers of the council shall constitute a
quorum A majority vote of a quorumshall be required for any officia
action of the council

(i) The council shall neet at the call of the chair, but not l[ess than
four tines per year.

2. Functions. The lupus research advisory council shall

(a) review submitted grant applications and nmake reconmendations to
the conm ssioner, and the conm ssioner shall, at his or her discretion

grant approval of applications for grants fromthose applications recom
nmended by the council (if a council nenber subnits an application for a

grant fromthe [upus research and education fund, he or she wll be
prohibited from reviewing and nmaking a recommendation on the applica-
tion);
(b) consult with the national institutes of health., centers for
disease control and prevention, the agency for healthcare research and
ualit the national acade of sciences (institute of nedicine | upus

advocacy groups, and other organizations or entities which may be
involved in lupus research to solicit both information regarding |upus
research projects that are currently being conducted and recomrendati ons
for future research projects; and

(c) shall transmit annually on or before Decenber thirty-first, a
report to the legislature on grants made, grants in progress, program
accomplishnments, and future program directions. FEach report shal
include, but not be limted to, the follow ng infornmation:

(i) the nunber and dollar anounts of research grants, including the
anount allocated to indirect costs;

(ii) the subject of research grants;

(iii) the relationship between federal and state funding for | upus
research;

(iv) the relationship between each project and the overall strategy of
the research program

(v) a summary of research findings including discussion of promsing
new ar eas;

(vi) the institutions and canpuses receiving grant awards; and

(vii) the first annual report shall include an evaluation and recont
nendations concerning the desirability and feasibility of requiring
for-profit grantees to conpensate the state in the event that a grant
results in the devel opnent of a profit-nmeking product. This eval uation
shall include, but not be limted to, the costs and benefits of requir-
ing a for-profit grantee to repay the grant, to provide the product at
cost to state programs serving | owinconme |upus patients, and to pay the
state a percentage of the royalties derived fromthe product.

3. Contributions. The secretary of the |upus research advi sory counci
nay accept grants, services, and property fromthe federal governnent,
foundations, organizations, nedical schools, and other entities as may
be available for the purposes of fulfilling the obligations of this
program Any such funds shall suppl enent and not supplant appropriations
provided for the inplenmentation of this article.

4. Waivers. The secretary of the |upus research advisory council shal
seek any federal waiver or waivers that may be necessary to maxim ze
funds fromthe federal governnent to inplenment this program

8 256-e. lLupus research enhancenent fund. Al noneys received pursuant
to section two hundred fifty-six-c of this title shall be credited to
the fund., as established by section ninety-five-I of the state finance
law. The conmi ssioner shall use the fund to admnister the |upus
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research enhancenent program and to nake grants to awardees pursuant to
section two hundred fifty-six-c of this title.

8 2. The state finance law is amended by adding a new section 95-1 to
read as follows:

8 95-1. Lupus research enhancenent fund. 1. There is hereby estab-
lished in the joint custody of the conm ssioner of taxation and finance
and the conptroller., a special fund to be known as the "lupus research

enhancenent fund".

2. Such fund shall consist of all nonies appropriated for the purpose
of such fund and any grant, gift or bequest nmade to the lupus research
enhancenent program as established by title four-A of article two of the
public health | aw

3. Moneys of the fund shall be available for grants through the | upus
research enhancenent program advi sory council and for the expenses of
the lupus research enhancenent program advisory council, and shall be
expended only for the purposes spelled out in sections tw hundred
fifty-six-c and two hundred fifty-six-d of the public health |aw

4. Mneys in the lupus research enhancenent fund shall be kept sepa-
rate and shall not be commingled with any other npneys in the custody of
the conm ssioner of taxation and finance and the conptroller.

5. The noneys of the fund shall be paid out on the audit and warrant
of the conptroller on vouchers certified or approved by the conm ssioner
of health, or by an officer or enployee of the departnent of health

desi gnated by such conmi ssi oner
§ 3. This act shall take effect inmediately.




