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STATE OF NEW YORK

11256

| N ASSEMBLY

Introduced by M of A JENSEN -- read once and referred to the Conmittee
on | nsurance

AN ACT to anend the insurance law, in relation to requiring health plan
coverage to include certain generic drugs and biosimlars

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

Section 1. Section 3242 of the insurance law is anmended by adding a
new subsection (d) to read as follows:

(d) (1) For the purposes of this subsection, the following terns shal
have the foll ow ng neanings:

(A) "Biosimlar" neans any biological product that is |icensed under
42 U.S. C § 262(k) and has been listed in the FDA's database of |icensed
bi ol ogi cal products, comonly referred to as the purple book, as biosi-
mlar to or interchangeable with a reference biological product.

(B) "Brand drug" neans a drug for which an application has been
approved under 21 U S. C. 8§ 355(c), or a biological product, other than a
biosimlar, that is licensed under 42 U S.C. 8§ 262(a).

(C) "FDA" neans the U.S. Food and Drug Adnministration

(D) "Fornmulary" means a list of prescription drugs that is devel oped
by a pharmacy and therapeutics committee or other clinical and pharnacy
experts and represents a policy's prescription drugs approved for use.

(E) "CGeneric drug" nmeans a drug for which an application has been
approved under 21 U.S.C 8355(j) and which has been listed in the FDA's
approved drug products with therapeutic equival ence eval uati ons, comobn-
ly referred to as the orange book, as therapeutically equivalent to a
reference drug, even if the manufacturer of such drug applies a trade
nane to the drug.

(F) "Policy" neans a policy delivered or issued for delivery in this
state that provides coverage for prescription drugs.

(G "Reference listed drug" is the listed drug identified by the FDA
as the drug product upon which an applicant relies in seeking approval
of its application submitted under 21 U S.C. 8355(j).

(H "Reference product” is a single biological product, licensed by
the FDA under 42 U.S.C._§ 262(a), against which a proposed biosinmlar or
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i nterchangeabl e product is conpared, and listed as a reference product
in the FDA' s database of |icensed biological products, comonly referred

to as the purple book.

(1) "Whol esale acquisition cost" has the sanme neaning as defined by 42
US C 8§ 1395w 3a(c)(6)(B)

(2) (A |If a generic drug is approved by the FDA, is marketed pursuant
to such approval, and has a whol esale acquisition cost that is |ess than
the wholesale acquisition cost of the reference listed drug on such
generic drug's initial date of narketing, then policies that provide
coverage for such generic drug's reference listed drug at the tine of
such generic drug's marketing date shall

(i) imediately make such generic drug available on the formulary with
nore favorable cost sharing. including actual out-of-pocket costs, rela-
tive to such reference listed drug; and

(il) not inpose any prior authorization, step therapy, or other |im-
tation on coverage of a generic drug for which fornmulary placenent is
required wunder clause (i) of this subparagraph, nor inpose any
restriction on a pharnmacy through which an enrollee may obtain such
generic drug, that nakes it nore difficult for an enrollee to obtain
coverage of or access to such generic drug than the reference |isted
drug.

(B) The provisions of subparagraph (A) of this paragraph shall apply
as long as the wholesale acquisition cost of the generic drug is |ower
than the wholesale acquisition cost of the reference listed drug.

(3) (A If abiosimlar is licensed by the FDA, is nmarketed pursuant
to such licensure, and has a wholesale acquisition cost that is |ess
than the whol esale acquisition cost of the reference product of such
biosimlar on the initial date of nmarketing., then policies that provide
coverage for such biosimlar's reference product at the tinme of such
biosimlar's marketing date shall

(i) imediately nmke at |east one biosimlar available on the fornu-
lary on a tier with nore favorable cost sharing, including actual out-
of - pocket costs, relative to the reference product; and

(ii) not inpose any prior authorization, step therapy, or other lim-
tation on coverage of a biosimlar for which formulary placenent is
required under clause (i) of this subparagraph, nor inpose any
restriction on a pharnmacy through which an enrollee nmay obtain such
biosimlar, that makes it nore difficult for an enrollee to obtain
coverage of or access to such biosimlar than the reference product.

(B) Subparagraph (A) of this paragraph shall apply as long as the
whol esal e acquisition cost of the biosimlar is |ower than the whol esal e
acqui sition cost of the reference product.

(4 Nothing in this subsection shall require a policy to continue
providing coverage for a brand drug after a generic drug or biosinmlar
is approved or licensed, as applicable, and narketed.

(5) Nothing in this subsection shall require a policy to provide
coverage for a brand drug. generic drug. or biosinmlar if the <clinica
and pharmacy experts that devel op such policy's fornmulary determ ne that
such drug or biosimlar is no longer nedically appropriate or cost-ef-
fective.

(6) The superintendent shall be authorized to pronulgate any rules
and/or requlations necessary to effectuate the provisions of this
subsecti on.

8§ 2. Section 4329 of the insurance lawis anended by adding a new
subsection (d) to read as foll ows:
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(d) (1) For the purposes of this subsection, the following terns shall
have the foll owi ng neani ngs:

(A) "Biosinmlar" neans any biological product that is licensed under
42 U.S.C. 8 262(k) and has been listed in the FDA's database of |icensed
bi ological products, commonly referred to as the purple book, as biosi-
mlar to or interchangeable with a reference biol ogical product.

(B) "Brand drug" neans a drug for which an application has been
approved under 21 U.S. C 355(c or a biological product, other than a
biosimlar, that is licensed under 42 U S.C_ § 262(a).

(C) "FDA" neans the U.S. Food and Drug Adnministration

(D) "Formulary" neans a list of prescription drugs that is devel oped
by a pharmacy and therapeutics comrittee or other clinical and pharnacy
experts and represents a plan's prescription drugs approved for use.

(E) "Ceneric drug" nmeans a drug for which an application has been
approved under 21 U.S.C. 8§ 355(j) and which has been listed in the FDA s

approved drug products with therapeutic equival ence eval uations, conmnon-

ly referred to as the orange book, as therapeutically equivalent to a
reference drug. even if the manufacturer of such drug applies a trade

nane to the drug.
(F) "Plan" neans a contract issued by a corporation subject to the
provisions of this article that provides coverage for prescription

dr ugs.
(G "Reference listed drug" is the listed drug identified by the FDA

as the drug product upon which an applicant relies in seeking approval
of its application subnmtted under 21 U S. C 355(j

(H "Reference product” is a single biological product, |licensed by
the FDA under 42 U.S.C._§ 262(a), against which a proposed biosinlar or
interchangeable product is conpared, and listed as a reference product
in the FDA's database of |icensed biological products, commpnly referred
to as the purple book.

(1) "Whol esale acquisition cost" has the sanme neaning as defined by 42
U.sS. C 1395w 3a(c) (6) (B).

2 A) If a generic drug is approved by the FDA, is marketed pursuant
to such approval, and has a wholesale acquisition cost that is less than
the whol esale acquisition cost of the reference listed drug on such
generic drug's initial date of marketing, then plans that provide cover-
age for such generic drug's reference listed drug at the tine of such
generic drug's nmarketing date shall

(i) imediately make such generic drug available on the formulary with
nore favorable cost sharing., including actual out-of-pocket costs, rela-
tive to such reference |listed drug; and

(ii) not inpose any prior authorization, step therapy, or other lim-
tation on coverage of a generic drug for which fornmulary placenent is
required under clause (i) of +this subparagraph, nor inpose any
restriction on a pharnmacy through which an enrollee nmay obtain such
generic drug., that nakes it nore difficult for an enrollee to obtain
coverage of or access to such generic drug than the reference |isted
drug.

B) The provisions of subparagraph (A) of this paragraph shall a
as long as the wholesale acquisition cost of the generic drug is |ower
than the whol esale acquisition cost of the reference |listed drug.

(3) (A If abiosimlar is licensed by the FDA, is nmarketed pursuant
to such licensure, and has a wholesale acquisition cost that is |ess
than the whol esale acquisition cost of the reference product of such
biosimlar on the initial date of marketing, then plans that provide
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coverage for such biosimlar's reference product at the tinme of such
biosimlar's marketing date shall

(i) imediately nake at |least one biosinilar available on the fornu-
lary on atier with nore favorable cost sharing, including actual out-
of - pocket costs, relative to the reference product; and

(ii) not inpose any prior authorization, step therapy, or other limni-
tation on coverage of a biosimlar for which formulary placenent is
required under clause (i) of this subparagraph, nor inpose any
restriction on a pharnmacy through which an enrollee may obtain such
biosimlar, that nmakes it nore difficult for an enrollee to obtain
coverage of or access to such biosinmlar than the reference product.

(B) Subparagraph (A) of this paragraph shall apply as long as the
whol esal e acquisition cost of the biosimlar is |lower than the whol esale
acqui sition cost of the reference product.

(4) Nothing in this subsection shall require a plan to continue
provi di ng coverage for a brand drug after a generic drug or biosimlar
is approved or licensed, as applicable, and narketed.

(5) Nothing in this subsection shall require a plan to provide cover-
age for a brand drug, generic drug, or biosimlar if the <clinical and
pharmacy experts that develop such plan's fornmulary deternmine that such
drug or biosimlar is no longer nedically appropriate or cost-effective.

(6) The superintendent shall be authorized to pronulgate any rules
and/or regulations necessary to effectuate the provisions of this
subsection.

§ 3. This act shall take effect on the first of January next succeed-
ing the date on which it shall have becone a |l aw, and shall apply to
policies and contracts issued, renewed or anended on or after such
effective date. Effective i mediately, the addition, amendnent 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.




