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STATE OF NEW YORK

9115

| N ASSEMBLY

January 21, 2020

Introduced by M of A M L. MLLER -- read once and referred to the
Conmi ttee on I nsurance

AN ACT to anend the insurance law and the public health law, in relation
to of f-1abel drug usage

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

Section 1. The insurance |aw is amended by adding a new section 3114
to read as foll ows:

8§ 3114. O f-label drug usage. (a) As used in this section, the follow
ing terns shall have the foll owi hg neani ngs:

(1) "Medical literature" neans published scientific studies published
in any peer-reviewed national professional journal

(2) "Standard reference conpendi a" neans:

(A) The United States Pharmacopeia Drug I nfornation;

(B) The Anerican Medical Association Drug Eval uations:;

(O The Anerican Hospital Fornmulary Service Drug |nfornmation;

(D) The National Conprehensive Cancer Network Drugs and Biol ogics
Conpendi um

(E) The Thonson M cronedex DrugDex; or

(F) The Gold Standard/ El sevier Cinical Pharnacol ogy.

(b) (1) Any contract or other arrangenent entered into by a health
insurer offering health insurance under this chapter that provides
coverage for drugs shall exclude coverage of any such drug for a partic-
ular indication on the ground that the drug has not been approved by the
United States food and drug adninistration for that indication, if the
drug is recognized for treatnent of the indication in one of the stand-
ard reference conpendia, in the nedical literature or has been success-
fully used for treatnent previously by the insured for the sane indi-
cation; provided, however, that nothing in this section shall be
construed to authorize the conm ssioner of health to approve any drug or
direct any person that issues an insurance policy to nmake paynents for
the drug for a particular indication unless the drug is recognized for
treatnent of the indication in one of the standard reference conpendi a,
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in the nedical literature or has been successfully used for treatnent
previously by the insured for the sane indication.

(2) Any coverage of a drug required by this section shall also include
nedically necessary services associated with the admnistration of the
drug.

(3) This section shall not be construed to alter existing law wth
regard to provisions limting the coverage of drugs that have not been
approved by the United States food and drug adm nistration.

(4) This section shall not be construed to require coverage for any
drug when the United States food and drug adninistration has determ ned
its use to be contra-indicated.

(5) This section shall not be construed to require coverage for exper-
inental drugs not otherw se approved for any indication by the United
States food and drug admi nistration.

(6) Any dispute about coverage for off-label uses brought to the
comni ssioner _of health shall be resolved by the appropriate grievance
process authorized by the departnent.

(7) The conm ssioner of health shall have the authority to direct any
person who issues an insurance policy to make paynents required by this
section.

§ 2. Subdivision 4 of section 280-a of the public health law is renum
bered subdivision 5 and a new subdivision 4 is added to read as foll ows:

4. (a) No pharmacy benefit manager shall exclude coverage of any such
drug for a particular indication on the ground that the drug has not
been approved by the United States food and drug adm nistration for that
indication, if the drug is recognized for treatnent of the indication in
one of the standard reference conpendia, in the nmedical literature or
has been successfully used for treatnent previously by the insured for
the sane indication; provided. however, that nothing in this subdivision
shall be construed to authorize the conm ssioner to approve any drug or
direct any pharnacy benefit nmanager to nake paynents for the drug for a
particular indication unless the drug is recognized for treatnment of the
indication in one of the standard reference conpendia, in the nedica
literature or has been successfully used for treatnment previously by the
insured for the sane indication.

(b) Any coverage of a drug required by this subdivision shall also
include nedically necessary services associated with the adm nistration
of the drug.

(c) This subdivision shall not be construed to alter existing law wi th
regard to provisions limting the coverage of drugs that have not been
approved by the United States food and drug adnministration.

(d) This subdivision shall not be construed to require coverage for
any drug when the United States food and drug adninistration has deter-
mned its use to be contra-indicated.

(e) This subdivision shall not be construed to require coverage for
experinmental drugs not otherw se approved for any indication by the
United States food and drug adm nistration.

(f) Any dispute about coverage for off-1abel uses brought to the
conm ssioner shall be resolved by the appropriate grievance process
aut hori zed by the departnent.

(g) The conmssioner shall have the authority to direct any pharnmacy
benefit nmanager to make paynents required by this subdivision.

(h) As used in this subdivision, the following terns shall have the
foll owi ng neani ngs:
(1) "Medical literature" neans published scientific studies published

in any peer-reviewed national professional journal
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(2) "Standard reference conpendi a" neans:

(A) The United States Pharnmacopeia Drug I nfornation;

(B) The Anerican Medical Association Drug Eval uations;

(©) The Anmerican Hospital Formulary Service Drug I nfornation;

(D) The National Conprehensive Cancer Network Drugs and Biol ogics

Conpendi um
(E) The Thonson M cronedex DrugDex; or

(F) The Gold Standard/El sevier dinical Pharmacol ogy.

8 3. This act shall take effect on the ninetieth day after it shall
have becone a | aw and shall apply to insurance policies issued, anmended,
or renewed on or after such effective date.




