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Introduced by M of A PAULIN -- read once and referred to the Conmttee
on Codes

AN ACT to anend the penal law, in relation to excluding certain nedica-
tion from bei ng deened unl awful to prescribe or dispense; and to anend
the education law, in relation to excluding certain nmedication from
bei ng deenmed m sbranded

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

Section 1. Subdivision 3 of section 178.00 of the penal law, as added
by chapter 81 of the |laws of 1995, is anended to read as foll ows:

3. (a) "Criminal diversion act" neans an act or acts in which a person
know ngl y:

[(8] (i) transfers or delivers, in exchange for anything of pecuniary
val ue, a prescription nedication or device with know edge or reasonabl e
grounds to know that the recipient has no nedical need for it; or

[8)3] (ii) receives, in exchange for anything of pecuniary value, a
prescription nmedication or device with know edge or reasonabl e grounds
to know that the seller or transferor is not authorized by law to sel
or transfer such prescription nmedication or device; or

[(s5] (iii) transfers or delivers a prescription in exchange for
anyt hi ng of pecuniary val ue; or

[£5] (iv) receives a prescription in exchange for anything of pecuni-
ary val ue.

(b) The prescribing, dispensing, or receipt of brand name or generic
mfepristone or any drug used for nedication abortion shall not be
considered a crimnal diversion act for purposes of this definition
solely because it is no |longer approved by the federal food and drug
adm ni stration or because it no longer bears the label currently in
effect, provided that:

(i) its labeling was true and accurate at the tinme of manufacture; and
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(ii) the drug is recomended for the purpose for which it was
prescribed under World Health Organization guidelines that are current
at the tinme of prescribing or dispensing.

8 2. Subdivision 13 of section 6802 of the education | aw, as added by
chapter 987 of the laws of 1971, is amended to read as foll ows:

13. "M sbranding". a. If a drug, device or cosnetic is alleged to be
m sbranded because the labeling is misleading, or if an advertisenent is
all eged to be fal se because it is nisleading then in determ ni ng whet her
the labeling or advertisenent is msleading there shall be taken into
account (anong other things) not only representati ons made or suggested
by statenment, word, design, device, sound or any conbi nation thereof,
but also the extent to which the labeling fails to reveal facts materi al
in the Iight of such representations or material with respect to conse-
quences which may result fromthe use of the drug, device, or cosnetic
to which the labeling or advertising relates under the conditions of use
prescribed in the |abeling or advertising thereof or under such condi-
tions of use as are custonary or usual

b. No drug, device or cosnetic which is subject to, and complies with
regul ati ons promul gated under the provisions of the federal food, drug,
and cosnetic act, relating to adulteration and m sbranding shall be
deened to be adulterated or misbranded in violation of the provisions of
this article because of its failure to comply with the board' s regu-
lations, or the rules of the state board of pharmacy, insofar as the
regul ations are in conflict with regulations relating to adulteration
and m sbrandi ng under the federal food, drug and cosnetic act.

C. Notwithstanding paragraph b of this subdivision, brand nane or
generic mfepristone or any drug used for nedication abortion shall not
be deened to be adulterated or misbranded in violation of the provisions
of this article solely because it is no |onger approved or no | onger
bears the label currently in effect, provided that (1) its |abeling was
true and accurate at the tinme of manufacture; and (2) the drug is recom
nended for the purpose for which it was prescribed under World Health
Organi zation guidelines that are current at the tinme of prescribing or
di spensi ng.

8§ 3. Section 6815 of the education law is amended by addi ng a new
subdivision 3 to read as foll ows:

3. Drugs used for nedication abortion. Brand nanme or generic mfepri-
stone or any drug used for nedication abortion shall not be deened an
adulterated or msbranded drug in violation of the provisions of this
article solely because it is no |onger approved or no |longer bears the
|l abel currently in effect, provided that:

a. its labeling was true and accurate at the tinme of manufacture; and

b. the drug is recommended for the purpose for which it was prescribed
under Wirld Health Organization guidelines that are current at the tine
of prescribing or dispensing.

8 4. Severability. If any item clause, sentence, subparagraph, subdi-
vi sion, section or other part of this act, or the application thereof to
any person or circunstances shall be held to be invalid, such holding
shall not affect, inpair or invalidate the remainder of this act, or the
application of such section or part of a section held invalid, to any
ot her person or circunstances, but shall be confined in its operation to
the item clause, sentence, subparagraph, subdivision, section or other
part of this act directly involved in such holding, or to the person and
circumstances therein invol ved.

8§ 5. This act shall take effect immediately.




