OCOO~NOUIRAWNPEF

STATE OF NEW YORK

10479

| N ASSEMBLY

May 29, 2024

I ntroduced by COMWM TTEE ON RULES -- (at request of M of A Blunmencranz)
-- read once and referred to the Committee on Health

AN ACT to anend the public health |Iaw and the education law, in relation
to the labeling of prescriptions that are manufactured or conmpounded
in a foreign country and subject to approval by the federal Food and
Drug Administration foreign drug inspection program

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

Section 1. Short title. This act shall be known and may be cited as
the "foreign drug transparency act".

8§ 2. Subdivision 3 of section 280-a of the public health |aw, as
amended by chapter 128 of the laws of 2022, is anended to read as
fol | ows

3. Prescriptions. A pharmacy benefit manager nay not substitute or
cause the substituting of one prescription drug for another in dispens-
ing a prescription, or alter or cause the altering of the ternms of a
prescription, except with the approval of the prescriber or as explicit-
ly required or pernitted by Iaw, including regulations of the departnent
of financial services or the departnment of health. The superintendent
and commissioner, in coordination wth each other, are authorized to
promul gate regul ations to determ ne when substitution of prescription
drugs may be required or permtted. A pharmacy benefit manager shal
disclose to a health plan, pharmacy and patient whether a prescription
drug was manufactured or conpounded in a foreign country; whether the
prescription was approved by the federal food and drug admnistration
foreign drug inspection program and the date of the |ast inspection of
such prescription drug by the federal food and drug administration
foreign drug inspection program

8§ 3. Subdivision 1 of section 6810 of the education |aw, as anended by
section 2 of part V of chapter 57 of the |aws of 2012, is anended to
read as follows

1. No drug for which a prescription is required by the provisions of
the Federal Food, Drug and Cosnetic Act or by the conmi ssioner of health
shal | be distributed or dispensed to any person except upon a
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prescription witten by a person legally authorized to issue such
prescription. Such drug shall be conpounded or dispensed by a |licensed
pharmaci st, and no such drug shall be dispensed without affixing to the
i medi ate container in which the drug is sold or dispensed a | abel bear-
ing the nanme and address of the owner of the establishment in which it
was di spensed, the date conpounded, the nunber of the prescription under
which it is recorded in the pharnmacist's prescription files, the nane of
the prescriber, the name and address of the patient, and the directions
for the wuse of the drug by the patient as given upon the prescription,
and the country in which the drug was manufactured or conpounded; wheth-
er the drug was approved by the federal food and drug admnistration
foreign drug inspection program and the date of the |ast inspection of
such prescription drug by the federal food and drug administration
foreign drug inspection program Such |abel shall be enphasized by being
highlighted in yellow color or in bold type or both and printed in a
m ni mum of a twelve-point font; if said drug was not approved by the
federal food and drug adnministration foreign drug inspection program
such information shall be contained within the |abel with a warning sign

and in a mninmumsize fourteen-point font. Al |abels shall conform to
such rules and regulations as promrul gated by the comm ssi oner pursuant
to section sixty-eight hundred twenty-nine of this article. The

prescribing and dispensing of a drug which is a controlled substance
shall be subject to additional requirenents provided in article thirty-
three of the public health law. The words "drug" and "prescription
required drug” within the meaning of this article shall not be construed
to include soft or hard contact |enses, eyeglasses, or any other device
for the aid or correction of vision. Nothing in this subdivision shal
prevent a pharmacy from furni shing a drug to anot her pharmacy whi ch does
not have such drug in stock for the purpose of filling a prescription
8 4. This act shall take effect immediately.



