OCOoO~NOUIRWN P

STATE OF NEW YORK

8040

| N SENATE

January 5, 2024

Introduced by Sen. PERSAUD -- read tw ce and ordered printed, and when
printed to be conmtted to the Committee on Rul es

AN ACT to anmend the insurance law and the social services law, in
relation to requiring health insurance policies and nmedicaid to cover
bi omar ker precision nmedical testing for certain purposes; and to anmend
a chapter of the laws of 2023 anending the insurance law and the
social services law relating to requiring health insurance policies
and nedicaid to cover bionmarker testing for certain purposes, as
proposed in legislative bills nunbers S. 1196-A and A 1673-A, in
relation to the effectiveness thereof

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

Section 1. Paragraph 11-c of subsection (i) of section 3216 of the
i nsurance | aw, as added by a chapter of the laws of 2023 anending the
insurance |aw and the social services lawrelating to requiring health
i nsurance policies and nedicaid to cover bionmarker testing for «certain
purposes, as proposed in legislative bills numbers S. 1196-A and A
1673-A, is anended to read as foll ows:

(11-c) (A Every policy which provides nedical, nmajor nedical, or
simlar conprehensive-type coverage shall provide coverage for biomarker
precision nedical testing for the purposes of diagnosis, treatnment, or
appropri ate managenment of , or ongoing nonitoring [ef—a—ceveredperson—s|
to guide treatnment decisions for, an insured s disease or condition when
[ . — p— )

tl? cest 9'9“'d95 & !|eal.utll|f§_te £he p?tlent as _dgnenstl?tgﬁe 2?
nore of the follow ng recognizes the efficacy and appropriateness of
bi omarker precision nmedical testing for diagnosis, treatnent, appropri-
ate managenent, or guiding treatnment decisions for an insured's disease
or condition:

(i) labeled indications for a test approved or cleared by the federa
food and drug administration or indicated tests for a food and drug
adm ni strati on approved drug;

EXPLANATI ON- - Matter in italics (underscored) is new, matter in brackets
[-] is old lawto be onmitted
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(ii) ~centers for nmedicare and nedicaid services national coverage
determ nations [and] or nedicare admnistrative contractor |ocal cover-
age determnations; [e]

(iii) nationally recognized clinical practice guidelines [such—as—but

~]: _or

(iv) peer-reviewed literature and peer-reviewed scientific studies
published in or accepted for publication by nedical journals that neet
nationally recognized requirenments for scientific manuscripts and that
submit nost of their published articles for review by experts who are
not part of the editorial staff.

(B) Such coverage shall be provided in a nmanner that shall [limt
disruptions in care including the need for multiple biopsies or biospe-
ci men sanpl es.

website—ol—the lnsurer—

B8] As wused in this paragraph, the following terns shall have the
fol | owi ng neani ngs:

(i) "Biomarker" neans a [defH+wned] characteristic that is neasured as
an indicator of nornmal biological processes, pathogenic processes, or
responses to an exposure or intervention, including therapeutic inter-

ventions. [Mleculs : ologic ad
tor-stes—are—types—ob—blonnrlers—A-biorprer s Ret—an—assesshent—of
how—a—patiecnt—teels—Funetions—or—soivives—|

(ii) "Biomarker precision nedical testing" means the analysis of a
patient's tissue, blood, or other biospecimen for the presence of a
bi omarker. Biomarker testing includes but is not limted to single-ana-
Iyte tests and multi-plex panel tests performed at a participating
in-network |aboratory facility that 1is either CLIA certified or CLIA
wai ved by the federal food and drug admi nistration.

(iii) [~Sreab—utiityprons—thetest resul bt provides I pformiion

I : L : Lot ; . .

-] "Nationally recognized clinical practice guidelines" neans
evi dence-based «clinical practice guidelines informed by a systematic
revi ew of evidence and an assessment of the benefits, and risks of
alternative care options intended to optim ze patient care devel oped by
i ndependent organi zati ons or nedical professional societies utilizing a
transparent methodol ogy and reporting structure and with a conflict of
i nterest policy.

8 2. Paragraph 11-c of subsection (l) of section 3221 of the insurance
| aw, as added by a chapter of the laws of 2023 amending the insurance
law and the social services law relating to requiring health insurance
policies and nedicaid to cover bionmarker testing for certain purposes,
as proposed in legislative bills nunbers S. 1196-A and A 1673-A, is
anended to read as foll ows:

(11-c) (A) Every insurer delivering a group or blanket policy or issu-
ing a group or blanket policy for delivery in this state that provides
coverage for nedical, mgjor mnmedical, or sinlar conprehensive-type
coverage shall provide coverage for biomarker precision nedical testing
for the purposes of diagnosis, treatnment, or appropriate managenent of,
or ongoi ng nonitoring [ ef——a—covered—person—s] to guide treatnent deci-
sions for, an insured's disease or condition when [ihe—test—provi-des
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Sy o h et et —as—dormasieadad—hby—nndical—and—selanii——
Fe—e##denee——+neLHd+ng——ba%—ne%—¥+n%%ed—4{ﬂ one or nore of the follow ng

recogni zes the efficacy and appropriateness of bionmarker precision
nedical testing for diagnosis, treatnent, appropriate nmanagenent., or
guiding treatnent decisions for an insured's disease or condition:

(i) labeled indications for a test approved or cleared by the federa
food and drug admnistration or indicated tests for a food and drug
adm ni strati on approved drug;

(ii) centers for medicare and nedicaid services national coverage
determ nations [anrd] or nmedicare adm nistrative contractor |ocal cover-
age determnations; [e]

(iii) natlonally recognlzed cllnlcal practice QU|deI|nes [ maeloeing

~]._or
(iv) peer-reviewed literature and peer-reviewed scientific studies
published in or accepted for publication by nmedical journals that neet
nati onally recognized requirenents for scientific manuscripts and that
submit nost of their published articles for review by experts who are
not part of the editorial staff.

(B) Such coverage shall be provided in a nmanner that shall [limt
disruptions in care including the need for multiple biopsies or biospe-
ci men sanpl es.

] As wused in this paragraph, the following terns shall have the
fol | owi ng neani ngs:

(i) "Biomarker" neans a [defH+wred] characteristic that is neasured as
an indicator of nornmal biological processes, pathogenic processes, or
responses to an exposure or intervention, |nclud|ng therapeutlc inter-
ventions. } i

(ii) "Biomarker precision nedical testing" means the analysis of a
patient's tissue, blood, or other biospecimen for the presence of a
bi omarker. Biomarker testing includes but is not limted to single-ana-
lyte tests and multi-plex panel tests performed at a participating
in-network |aboratory facility that 1is either CLIA certified or CLIA
wai ved by the federal food and drug admi nistration.

(i) [~SHreal—utity—mpans—thetest—+esu—provi-des—iptorration

-] "Nationally recognized cllnlcal practice guidelines" neans
evi dence-based «clinical practice guidelines informed by a systematic
revi ew of evidence and an assessment of the benefits, and risks of
alternative care options intended to optim ze patient care devel oped by
i ndependent organi zati ons or nedical professional societies utilizing a
transparent methodol ogy and reporting structure and with a conflict of
i nterest policy.

8§ 3. Subsection (p-1) of section 4303 of the insurance law, as added
by a chapter of the |aws of 2023 anending the insurance |aw and the
social services lawrelating to requiring health insurance policies and
nmedi caid to cover biomarker testing for certain purposes, as proposed in
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| egislative bills nunbers S. 1196-A and A. 1673-A, is anended to read as
fol | ows:

(p-1) (1) A nedical expense indemity corporation, a hospital service
corporation or a health service corporation that provides coverage for
medical, major nedical, or sinmlar conprehensive-type coverage shal
provide coverage for biomarker precision nedical testing for the
pur poses of diagnosis, treatnent, or appropriate managenent of, or ongo-
ing nmonitoring [ ef—a——ecovered—persen—s| to guide treatnent deC|S|ons for,
an |nsured S dlsease or condltlon mhen [Lhe—LesL—p#e#+des-e++n+ea#—u%+#—

LneLHdLng——be#—ne%—#%ni%ed—4{q one or nore of the follownnq recoqnlzes

the efficacy and appropriateness of biomarker precision nedical testing
for diagnosis, treatnent, appropriate nmanagenent, or guiding treatnent
decisions for an insured's disease or condition:

(A) labeled indications for a test approved or cleared by the federa
food and drug adnministration or indicated tests for a food and drug
adm ni strati on approved drug;

(B) centers for medicare and nedicaid services national coverage
determ nations [anrd] or nedicare admnistrative contractor |ocal cover-
age determnations; [e]

(O natlonally recognlzed cllnlcal practlce QU|deI|nes [seeh—as——be%

(D) peer-reviewed literature and peer-reviewed scientific studies
published in or accepted for publication by nedical journals that neet
nationally recognized requirenents for scientific nanuscripts and that
submt nost of their published articles for review by experts who are
not part of the editorial staff.

(2) Such coverage shall be provided in a manner that shall [imt
disruptions in care including the need for nultiple biopsies or biospe-
ci men sanpl es.

4] As used in this subsection, the following ternms shall have the
fol | owi ng neani ngs:

(A) "Biomarker" neans a [defired] characteristic that is neasured as
an indicator of normal biological processes, pathogenic processes, or
responses to an exposure or intervention, including therapeutic inter-

ventions. [M

(B) "Biomarker precision nedical testing" neans the analysis of a
patient's tissue, blood, or other biospecinen for the presence of a
bi omarker. Biomarker testing includes but is not linmted to single-ana-
lyte tests and nulti-plex panel tests performed at a participating
in-network | aboratory facility that is either CLIA certified or CLIA
wai ved by the federal food and drug administration.

((3 [14l+ﬂfeaL——H%+L+%y——7neans——%he—%es%—#ese#%—p#ey%dee—%nﬁe#na%#en

BH "Nationally recognized cllnlcal practice guidelines" neans
evi dence-based clinical practice guidelines informed by a systematic
review of evidence and an assessment of the benefits, and risks of
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alternative care options intended to optim ze patient care devel oped by
i ndependent organi zations or medi cal professional societies utilizing a
transparent nethodol ogy and reporting structure and with a conflict of
i nterest policy.

8 4. Paragraph (mm of subdivision 2 of section 365-a of the social
services |law, as added by a chapter of the laws of 2023 anmending the
insurance law and the social services law relating to requiring health
i nsurance policies and nedicaid to cover bionmarker testing for «certain
purposes, as proposed in legislative bills nunbers S. 1196-A and A
1673-A, is anended to read as follows:

(mm (i) biomarker precision nedical testing for the purposes of diag-
nosis, treatment, or appropriate managenent of, or ongoing nonitoring
[eL] to quide treat ment deC|S|ons for, a recipient's dlsease or condi -

te] one or nore of the follomnnq recogni zes the efflcacv and appropri-

ateness of biomarker precision nedical testing for diagnosis, treatnent,
appropriate nanagenent., or quiding treatnent decisions for a recipient's
di sease or condition

(1) Ilabeled indications for a test approved or cleared by the federa
food and drug administration or indicated tests for a food and drug
adm ni strati on approved drug;

(2) centers for nedicare and nedicaid services national coverage
determ nations [ard] or nedicare admnistrative contractor |ocal cover-
age determ nations; [e+]

(3) natlonally recogn|zed clinical practlce QU|deI|nes [saeh—as——ba%

(4) peer-reviewed literature and peer-reviewed scientific studies
published in or accepted for publication by nedical journals that neet
nationally recognized requirenents for scientific nanuscripts and that
submt nost of their published articles for review by experts who are
not part of the edltorlal staff.

£+¥}] As used in th|s paragraph t he follomnng terns shall have the
fol | owi ng neani ngs:

(1) "Bionmarker" neans a [def4red] characteristic that is nmeasured as
an indicator of normal biological processes, pathogenic processes, or
responses to an exposure or intervention, |nclud|ng therapeutrc inter-
ventions. [M '

(2) "Biomarker precision nedical testing® neans the analysis of a
patient's tissue, blood, or other biospecinmen for the presence of a
bi omar ker. Bi omarker testing includes but is not limted to single-ana-
lyte tests and nulti-plex panel tests performed at a participating
in-network |aboratory facility that is either CLIA certified or CLIA
wai ved by the federal food and drug adm nistration.
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(3) [=&+= -de
LhaL—+s—used—+n—Lhe—LeLnyLaL+en—ei—a—}LeaLnenL——e#—fnpn+LeL+ng—stLaLeg¥

4 "Nationally recognized clinical practice guidelines" neans
evi dence-based clinical practice guidelines inforned by a systematic
review of evidence and an assessnent of the benefits, and risks of
alternative care options intended to optinize patient care devel oped by
i ndependent organi zati ons or medical professional societies utilizing a
transparent nethodol ogy and reporting structure and with a conflict of
i nterest policy.

8 5. Section 5 of a chapter of the laws of 2023 anending the insurance
law and the social services law relating to requiring health insurance
policies and nedicaid to cover biomarker testing for certain purposes,
as proposed in legislative bills nunbers S. 1196-A and A 1673-A, is
amended to read as foll ows:

8 5. This act shall take effect [ApH+—4—2024] January 1, 2025 and
shall apply to all policies and contracts issued, renewed, nodified,
altered or anended on or after such date.

8§ 6. This act shall take effect immediately; provided however that
sections one, two, three and four of this act shall take effect on the
same date and in the same manner as a chapter of the | aws of 2023 anend-
ing the insurance |aw and the social services lawrelating to requiring
health insurance policies and nedicaid to cover biomarker testing for
certain purposes, as proposed in legislative bills nunbers S 1196- A
and A 1673-A, takes effect.




