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January 10, 2023

Introduced by Sens. SKOUFIS, THOVAS, WEBB -- read tw ce and ordered
printed, and when printed to be committed to the Conmittee on Health
-- recomitted to the Committee on Health in accordance with Senate
Rule 6, sec. 8 -- conmttee discharged, bill anmended, ordered
reprinted as anended and reconmitted to said comrmittee -- reported
favorably fromsaid commttee, ordered to first and second report,
ordered to a third reading, anmended and ordered reprinted, retaining
its place in the order of third reading

AN ACT to anmend the public health law, in relation to requiring disclo-
sure of information concerning non-invasive prenatal screening for
chronosomal abnormalities

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

Section 1. The public health aw is anmended by addi ng a new section
2533 to read as foll ows:

8 2533. Disclosure of information concerning non-invasive prenatal
screening for chronosomal abnormalities. 1. For the purposes of this
section, the term"non-invasive prenatal screening" shall nean any non-
invasive prenatal screening or cell free fetal DNA screening used to
ascertain whether a fetus is at risk for certain chronosonmal abnor-
malities.

2. Non-invasive prenatal screenings shall be acconpanied by a witten
notice, provided by the entity which manufactured, supplied, or other-
wise created such test or which advertised perfornng these prenatal
screening tests, about the use of such test for screening purposes, the
fact that not all high risk occurrences correspond to a positive result,
the fact that not all lowrisk results correspond to a negative result,
a clear statenent indicating that non-invasive prenatal screenings are
intended solely for screening purposes to assess risk of possible fetal
genetic abnormalities and is not intended to be used for diagnostic
pur poses to deterni ne whether such abnormalities actually exist and that
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any positive result should be followed by confirmatory diagnostic test-
ing, and that additional follow up is recommended for all high risk

screening. Such witten notice shall be provided to a patient or a
potential parent: (a) prior to any prenatal test; (b) with such test
results; and (c) with any materials provided by the entity provi di ng
or facilitating the prenatal testing. Such witten notice shall be
revi ewed and approved by the departnent. Such written notice shall be
plainly worded and promnently displayed in any material presented to a
patient or a potential parent about prenatal testing services.

c. Nothing contained in this section shall be construed to limt a
health care practitioner licensed, certified, or authorized under title
eight of the education law fromreconmmending certain prenatal testing
services according to the practitioner's reasonable and good faith
pr of essi onal judgnent based on the facts of a patient's case.

§ 2. Section 266 of the public health law is anended by adding a new
subdivision 7 to read as foll ows:

7. Non-invasive prenatal testing. In addition to the information
provi ded pursuant to this section, the conmissioner shall also develop
conprehensive infornmational materials regarding the benefits and limta-
tions of non-invasive prenatal testing, including the difference between
non-invasive prenatal testing and prenatal diagnostic testing. Such
information shall be posted on the website in a printable fornmat., in
nultiple languages in accordance with section twd hundred two-a of the
executive lawto allow all general hospitals, diagnostic and treatnent
centers, obstetricians, prinmary care providers, mdwves, and other
health care prograns providing wonmen's well ness services to provide the
information to their patients as part of their prenatal care activities.
The informational materials shall also include:

(a) the current reconmendati ons on non-invasive prenatal testing nmade
by the Anerican College of (bstetricians and Gynecologists (ACOG ., and
the Society for Miternal Fetal Medicine., and the Anerican Coll ege of
Medi cal Genetics and Genonmics (ACMG ;

(b) a statenent informng individuals that non-invasive prenatal test-
ing is used for screening purposes to determ ne the potential for possi-
ble fetal genetic abnormalities and is not intended to determ ne whether
or not such abnormalities exist;

(c) a statenent inform ng individuals that non-invasive prenatal test-
ing carries arisk of false-positive results and that any positive
result should be followed up with prenatal diagnostic testing; and

(d) alist of the non-invasive screening tests that have been approved
or cleared by the federal Food and Drug Administration (FDA), the New
York State dinical Laboratory Evaluation Program (CLEP), or both, and a
sunmary of the known performance characteristics of these tests when
avai l abl e.

8§ 3. This act shall take effect on the one hundred eightieth day after
it shall have becone a |law. Effective imediately, the addition, anend-
ment and/or repeal of any rule or regulation necessary for the inplenen-
tation of this act on its effective date are authorized to be nade and
conpl eted on or before such effective date.




