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AN ACT to amend the public health law, in relation to creating a whol e-
sal 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. Title 2 of article 2-A of the public health |aw is anended
by adding a new section 280-d to read as foll ows:

8§ 280-d. Wolesale prescription drug inportation program 1. (a)
There is hereby created in the departnment a wholesale prescription drug
inportation program

(b) As used in this section, unless the context <clearly requires
otherwise, the following terns shall have the foll owi ng neani ngs:

(i) "Wholesale prescription drug inportation program or "program
neans the whol esale prescription drug inportation programcreated under
this section.

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

(iii) "Approved wholesaler" neans a prescription drug wholesaler
approved under this section to participate in the program

(c) The commi ssioner shall develop and inplenent the program in
consultation wth interested stakeholders and appropriate federal offi-
cials. The programshall conply with applicable federal requirenents,
including 21 U S.C 8§ 384, and requirenents regarding safety and cost
savi ngs. Under the program
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(i) the commi ssioner shall approve one or nore prescription drug
whol esalers to seek federal certification and approval to inport
prescription drugs fromone or nbre other countries, to be sold or
distributed wholesale in the state;

(ii) prescription drugs shall only be acquired from suppliers regu-
|lated and authorized under the laws of the other country or a jurisdic-
tion thereof;

(iii) only prescription drugs neeting the U S. Food and Drug Adninis-
tration's safety, effectiveness, and other standards shall be inported
under the program

(iv) only prescription drugs expected to generate substantial savings
for consuners shall be inported;

(v) the approved wholesaler shall at all tines conply with the track-
ing and tracing requirenents of 21 U S C 88 360eee and 360eee-1 to the

extent feasible and practical, including prior to inported prescription
drugs coming into its possession;
Vi an _approved whol esaler shall not sell or distribute prescription

drugs inported under the program outside the state;

(vii) the commi ssioner may inpose an annual fee on approved whole-
salers, which nmay be based in whole or in part on the value of
prescription drugs inported by the approved wholesaler under the
program to support the operation of the program

(viii) every approved wholesaler shall provide the conm ssioner with
information on its participation in the programas reasonably required
by the conmm ssioner; the conm ssioner nay provide for keeping certain
information confidential within the departnent where reasonably neces-
sary for successful operation of the program and

(ix) the comissioner shall provide for auditing of the program
including making sure that prescription drugs are nmade available at
substantial savings to consuners as a result of the program

(d) The comm ssioner shall nake requlations and take other actions
reasonably necessary to inplenent the program

2. The conm ssioner shall consult with the attorney general to identi-
fy the potential for, and to nonitor, anticonpetitive behavior under or
in relation to the program

3. (a) The conmmissioner shall seek all necessary approvals and certif-
ication by the secretary of the US Departnent of Health and Human
Services or other appropriate federal officials or agencies for the
whol esal e prescription drug inportation program

(b) The comm 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 federa
340B drug pricing programto participate in the wholesale prescription
drug inportation programto the fullest extent possible w thout jeopard-
izing their eligibility for the 340B program

4. The commissioner shall establish procedures for prescription drug
whol esalers to apply and be approved to be an approved wholesaler
including requirenents for periodic renewal of that approval. The
commi ssioner_shall provide reasonabl e grounds for suspending or revoking
approval of an approved whol esaler under this section, including reason-
able provision for notice, opportunity to be heard, and appeal.

5. The conmi ssioner shall annually report to the assenbly conmittees
on health and on ways and neans and the senate committees on health and
on finance regarding the operation of the wholesale prescription drug
inportation program

8§ 2. This act shall take effect i mediately.




