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STATE OF NEW YORK

9152

| N ASSEMBLY

February 8, 2024

Introduced by M of A PAULIN -- read once and referred to the Conmittee
on Heal th

AN ACT to anend the public health law, in relation to requiring disclo-
sure of information concerning non-invasive prenatal screening for
chronosormal 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 law is amended by adding a new section
2533 to read as fol |l ows:

8 2533. Disclosure of infornation concerning non-invasive prenatal
screening for chronpsonal abnormalities. 1. For the purposes of this
section, the following terns shall nean the follow ng:

(a) "laboratory" shall have the sane neaning as is set forth in
section five hundred seventy-one of this chapter.
(b) "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 chronpsonal abnornmlities.

2. Non-invasive prenatal screenings shall be acconpanied by a witten
notice, provided by the entity which manufactured, supplied, or other-
wi se created such test or which advertised perforning these prenata
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 determ ne whether such abnormalities actually exist and that
any positive result should be followed by confirnmatory di agnostic test-
ing, and that additional followup is recomended for all high risk
Screeni ng. Such written notice shall be provided to a patient or a
potential parent: (a) prior to any prenatal test; (b) wth such test
results; and (c) with any materials provided by the entity providing
or facilitating the prenatal testing. Such witten notice shall be
reviewed and approved by the departnent. Such witten notice shall be
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plainly worded and prom nently 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 linit a
health care practitioner licensed, certified, or authorized under title
eight of the education law fromrecommending certain prenatal testing
services according to the practitioner's reasonable and good faith
prof essi onal judgnent based on the facts of a patient's case.

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

7. Non-invasive prenatal testing. In addition to the informtion
provided pursuant to this section, the comi ssioner shall also devel op
conprehensive infornmational nmaterials 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 format, in
each of the top six |anguages spoken in the state, other than English,
according to the latest available data fromthe United States Census
Bureau, to allow all general hospitals, diagnostic and treatnent
centers, obstetricians, prinmary care providers, midw ves, and other
health care prograns providing wonen'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 reconmmendati ons on non-invasive prenatal testing nade
by the American College of (bstetricians and Gynecologists (ACOG and
the Society for Maternal Fetal WMedicine;

(b) a statenent inform ng 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 informng individuals that non-invasive prenatal test-
ing carries a risk 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 Adnministration (FDA), the New
York State dinical lLaboratory Evaluation Program (CLEP), or both, and a
sunmary of the known perfornmance characteristics of these tests when
avai l abl e.

§ 3. This act shall take effect on the one hundred eightieth day after
it shall have becone a law. Effective inmediately, 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
compl eted on or before such effective date.




