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STATE OF NEW YORK

4181

2023- 2024 Regul ar Sessi ons

| N SENATE

February 6, 2023

Introduced by Sen. LANZA -- read twice and ordered printed, and when
printed to be conmitted to the Commttee on Health

AN ACT to anmend the public health |Iaw and the education law, in relation
to generic drug products; and to repeal paragraph (o) of subdivision 1
of section 206 of the public health law relating thereto

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

Section 1. Paragraph (o) of subdivision 1 of section 206 of the public
health | aw i s REPEALED

§ 2. The public health law is anended by adding a new section 280-d to
read as foll ows:

8 280-d. GCeneric drug products. 1. The comm ssioner shall establish
and publish a list of drug products, referred to in this section as
"generic drug" products, each of which shall neet the foll owi ng condi -
tions:

(a) The drug product has been certified or approved by the conm ssion-
er of the Federal Food and Drug Administration as being safe and effec-
tive for its labeled indications for use, and a newdrug application or
an abbrevi ated newdrug application approved pursuant to the Federa
Food, Drug, and Cosnetic Act is held for such drug product; and

(b) The comm ssioner of the Federal Food and Drug Adninistration has
eval uated such drug product as: (i) pharnaceutically and therapeutically
equi valent and has listed such drug product on the list of approved drug
products with the therapeutic equival ence evaluations, provided, howev-
er, that the list prepared by the comm ssioner shall not include any
drug product which the conm ssioner of the Federal Food and Drug Adni n-
istration has identified as having an actual or potential bioequival ence
problem or (ii) as an interchangeable biological product and has listed
such product on the list of approved drug products with interchangeabil -

ity.

EXPLANATI ON- - Matter in italics (underscored) is new, matter in brackets
[-] is old lawto be onitted.
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2. The manufacturer of a generic drug product shall make available to
the departnent the studies and summaries, including bioequival ence data,
t her apeuti c equival ence data, and incidence of adverse events, and asso-
ciated analytical nethods, including dissolution data and test nethods
provided to the Federal Food and Drug Administration as part of the
application for such generic drug product. The departnent shall nake
such information freely and publicly available on its website.

8§ 3. Paragraphs (a) and (e) of subdivision 6 of section 6810 of the
education | aw, paragraph (a) as anmended by chapter 590 of the Ilaws of
2011 and paragraph (e) as anended by chapter 357 of the laws of 2017,
are anended to read as foll ows:

(a) Every prescription witten in this state by a person authorized to
i ssue such prescription shall be on prescription forns containing one
line for the prescriber's signature. The prescriber's signature shal
validate the prescription. Every electronic prescription shall provide
for the prescriber's electronic signature, which shall validate the
el ectronic prescription. Inmprinted conspicuously on every prescription
witten in this state in eight point upper case type i medi ately bel ow
the signature line shall be the words: "TH S PRESCRI PTION WLL BE FILLED
GENERI CALLY UNLESS PRESCRIBER WRITES 'd a w |IN THE BOX BELOW. Unless
the prescriber wites d a win such box in the prescriber's own hand-
witing or, in the case of electronic prescriptions, inserts an elec-
tronic direction to dispense the drug as witten, the prescriber's
signature or electronic signature shall designate approval of substi-
tution by a pharmacist of a generic drug product pursuant to [paragraph

= ] section [two—hundred—six] two hundred eight-
y-d of the public health |aw. No other letters or marks in such box
shall prohibit substitution. No prescription forns used or intended to
be wused by a person authorized to issue a prescription shall have 'd a
wW preprinted in such box. Such box shall be placed directly under the
signature line and shall be three-quarters inch in |Iength and one-half
inch in height, or in conparable formfor an electronic prescription as
may be specified by regulation of the comr ssioner. |Inmediately bel ow
such box shall be inprinted in six point type the words "D spense As
Witten". Notwi t hstandi ng any other provision of law, no state offi-
cial, agency, board or other entity shall pronulgate any regulation or
guideline nodifying those elenents of the prescription forns contents
specified in this subdivision. To the extent otherw se permtted by |aw,
a prescriber may nodify only those elenments of the prescription fornis
contents not specified in this subdivision. Notw thstanding any other
provision of this section or any other |aw, when a generic drug is not
avail abl e and the brand name drug originally prescribed is avail able and
the pharmacist agrees to dispense the brand name product for a price

that will not exceed the price that would have been charged for the
generic substitute had it been available, substitution of a generic drug
product wll not be required. If the generic drug product is not avail -

abl e and a nedi cal energency situation, which for purposes of this
section is defined as any condition requiring alleviation of severe pain
or which threatens to cause disability or take life if not pronptly
treated, exists, then the pharmaci st may di spense the brand name product
at his regular price. In such instances the pharnmaci st nust record the
date, hour and nature of the nedical energency on the back of the
prescription and keep a copy of all such prescriptions.

(e) No prescriber shall be subjected to civil liability arising solely
fromauthorizing, in accordance with this subdivision, the substitution

by a pharmaci st of a generic drug product pursuant to [paragaph—(e)—of
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subdivi-sion—one—of] section two hundred [si<] eighty-d of the public
health | aw

8 4. Paragraph (b) of subdivision 1 of section 6816-a of the education
|l aw, as added by chapter 776 of the laws of 1977, is anended to read as
fol | ows:

(b) The substituted drug product is contained in the |list of generic
drug products established pursuant to [paragraph—{o)—of—subdiH-sionr—ohe
of] section [twe—hundred—six] two hundred eighty-d of the public health
| aw; and

8 5. This act shall take effect on the ninetieth day after it shall
have becone a law. Effective inmedi ately, the addition, anmendment and/or
repeal of any rule or regulation necessary for the inplenentation of
this act on its effective date are authorized to be nade and conpl eted
on or before such effective date.




