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STATE OF NEW YORK
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2025- 2026 Regul ar Sessi ons

| N SENATE

(Prefil ed)
January 8, 2025

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

AN ACT to anend the public health |aw and the education law, in relation
to creating a whol esal e prescription drug inportation program

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 addi ng a new section
280-d to read as follows:

8 280-d. Wholesale prescription drug inportation program 1. As used
inthis section, the following terns shall have the foll owi ng neani ngs:

(a) "Wholesale prescription drug inportation progranm or "program
neans the wholesale prescription drug inportation programcreated under
this section.

(b) "Prescription drug wholesaler" neans an entity authorized to
acquire prescription drugs and sell or distribute themwholesale in the
state.

(c) "Approved whol esal er"” nmeans a prescription drug whol esal er aut hor -
ized to participate in the inportation programunder this section pursu-
ant to approval by the state education departnment under section sixty-
ei ght hundred eight of the education | aw

2. The conmissioner, in consultation with the conmm ssioner of educa-
tion and other appropriate federal and state agencies, shall design a
whol esal e prescription drug inportation programfor the whol esal e inpor-
tation of prescription drugs from Canada. The program design shal
conply wth applicable federal requirenents, including 21 U S.C § 384,
and requirenents regarding safety and cost savings. Under the program
design:

(a) prescription dr ugs shall only be acquired from Canadian
prescription drug suppliers requlated and authorized under the laws of
Canada or one or nore Canadi an provinces, or both;

EXPLANATI ON- - Matter in italics (underscored) is new, matter in brackets
[-] is old lawto be onmitted.
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b) onl rescription drugs neeting the federal Food and Drug Adni ni s-
tration's safety, effectiveness, nisbranding, adulteration and other
standards shall be inported under the program

(c) only prescription drugs expected to generate substantial savings
for consuners in the state shall be inported;

(d) the prescription drug is not:

(i) a controlled substance as defined in 21 U S . C § 802

(ii) a biological product as defined in 42 U S.C._ 8§ 262;

(iii) an infused drug, including a peritoneal dialysis solution;

(iv) an intravenously injected drug;

(v) a drug that is inhaled during surgery:

(vi) a drug which is a parenteral drug, the inportation of which is
determined by the United States Secretary of Health and Human Services
to pose a threat to public health:;

(e) any approved whol esaler shall at all tinmes conply with the track-
in and tracing requirenents of 21 U S. C 360eee and 360eee-1 to the
extent practicable prior to inported prescription drugs conmng into the
possession of the approved wholesaler, and fully conply with those
requirenents after inported prescription drugs are in the possession of
the approved whol esal er;

(f) an approved wholesaler shall not sell, distribute or dispense
prescription drugs inported under the programoutside of the state;

(g) the comm ssioner nay inpose an annual fee on approved whol esal ers,
which may be based in whole or in part on the value of prescription
drugs inported by the approved whol esal er under the program to support
the operation of the program

(h) every approved whol esaler shall provide the conmi ssioner and the
conm ssioner of education with information on its participation in the
program as required by such commi ssioners including but not limted to:

(i) the nane and quantity of the active ingredient of the drug;

(ii) a description of the dosage form of the drug;

(iii) the date on which the drug is received;

(iv) the gquantity of the drug that is received;

(v) the point of origin and destination of the drug; and

(vi) the price paid by the approved whol esaler for the drug

(i) the commissioner shall provide for auditing of the program
including neking sure that prescription drugs are nade available at
substantial savings to consuners as a result of the program ensuring
that the prescription drugs are approved for marketing in the United

States, neet all labeling requirenents under state and federal |laws and

regulations, and is not adulterated or m sbranded, and ensuring that
prescription drugs are authentic and in conpliance with the federal Food

and Drug Administration's approved drug specifications and standards.

3. The departnent, in consultation with the state education depart-
nent, shall pronulgate rules and regulations to design the programin
accordance with subdivision two of this section.

4. (a) The conmi ssioner, in consultation wth the conm ssioner of
education, shall seek all necessary approvals and certification by the
secretary of the U S. Departnent of Health and Hunman Services and/or
other appropriate federal officials or agencies for the wholesale
prescription drug inportation program designed under this section.

(b) The conmi ssioner shall seek the appropriate federal approvals,
wai vers, exenptions, or agreenents, or a conbination thereof, as needed
to enable all covered entities enrolled in or eligible for the drug
di scount program authorized by section 340B of the federal public health
service act (42 U S.C. 8§ 256b) to participate in the wholesale
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prescription drug inportation programto the fullest extent possible
without jeopardizing their eligibility for such drug di scount program

5. Upon receipt of federal approval and certification under paragraph

(a) of subdivision four of this section, the conm ssioner shall i npl e-
nent the program pursuant to this section.
6. The conmissioner shall inmediately suspend the inportation of a

specific prescription drug or the inportation of prescription drugs by
an approved wholesaler if the conm ssioner discovers that any drug or
activity is in violation of this section or any federal or state law or
regulation, and shall inmediately notify the comm ssioner of education
of such suspensi on. Furthernore, the conmissioner shall inform the
conm ssioner of education of all facts and circunstances |leading to such
suspension as soon as practicable, and shall cooperate with the comi s-
sioner of education in any disciplinary investigation or action pursuant
to title eight of the education law related to such whol esal er.

7. Nothing in this section shall be construed as affecting or in any
way interfering with the conm ssioner of education's oversight of whole-
sal ers.

8. The conmi ssioner shall annually report to the governor, the tenpo-
rary president of the senate, and the speaker of the assenbly regarding
the inplenentation of a federally approved whol esal e prescription drug
inportation program The report shall include, at a mninum

(a) alist of the prescription drugs inported under the program

(b) a list of all participating Canadian prescription drug suppliers,
approved whol esalers, and other participating entities;

(c) estimated cost savings during the previous fiscal year;

(d) information regarding audit findings; and

(e) any other relevant information.

8§ 2. Section 6808 of the education |law is anended by adding a new
subdi vision 10 to read as foll ows:

10. Prescription drug inportation program whol esalers. a. A whol esal er
shall not participate in the wholesale prescription drug inportation
program under section two hundred eighty-d of the public health | aw
W thout prior application and approval by the departnent.

b. Such application shall be made on a form prescribed by the depart-
nent .

C. Such application shall be acconpanied by a fee deternined by the

depart nent.

d. Al approvals shall be renewed on dates set by the departnent.

e. Al approvals shall neet applicable federal Ilaws and regulations
including under 21 U S.C 384, as anended. and any requlations promul -

gat ed thereunder.

8 3. This act shall take effect eighteen nmonths after it shall have
becone a law. Effective imediately, the addition, anmendnent 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 conpleted
on or before such effective date.




