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Introduced by Sens. BIAGE, BROOKS, BROUK, COVRIE, GAUGHRAN, HOYLMAN
LIU, MANNI ON, MAY, MYRIE, RAMOS -- read twi ce and ordered printed, and

when printed to be conmitted to the Committee on Health -- reconmitted
to the Commttee on Health in accordance with Senate Rule 6, sec. 8 --
conmi ttee di scharged, bill amended, ordered reprinted as anended and

reconmtted to said conm ttee

AN ACT to anend the public health law, in relation to preserving access
to affordabl e drugs

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

Section 1. Article 2-A of the public health law is anended by adding a
newtitle [V to read as foll ows:
TITLE IV
PRESERVI NG ACCESS TO AFFORDABLE DRUGS
Section 282. Definitions.
283. Preserving access to affordable drugs.

8§ 282. Definitions. For the purposes of this title, the follow ng
terns shall have the foll owi ng neani ngs:

1. "ANDA" shall nean abbreviated new drug application as described by
505(j) of the Federal Food, Drug, and Cosnetic Act, 21 U S.C_ 335(j).

2. "ANDA filer" shall nean a party that owns or controls an ANDA filed
with the federal food and drug adnministration or has the exclusive
rights under that ANDA to distribute the ANDA product.

3. "Agreenent" shall nean anything that would constitute an agreenent
under state | aw

4. "Agreenent resolving or settling a patent infringenent clainf
includes any agreenent that is entered into within thirty days of the
resolution or the settlenent of the claim or any other agreenent that
is contingent upon, provides a contingent condition for, or is otherw se
related to the resolution or settlenent of the claim This shal
include, but is not limted to, the foll ow ng:

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
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a) Any agreenent required to be provided to the federal trade com s-
sion or the antitrust division of the United States Departnent of
Justice under the Medicare Prescription Drug, Inprovenent, and Mbdern-
ization Act of 2003, Pub. L. No. 108-173;

(b) Any agreenent between a biosimlar or interchangeabl e product
applicant and a reference product sponsor under the Biologics Price
Competition and Innovation Act of 2009, Pub. L. No. 111-148, that
resol ves patent clains between the applicant and sponsor.

5. "Biosimlar biological product application filer" shall nean a
party that owns or controls a biosimlar biological product application
filed with the federal food and drug adm nistration pursuant to section
351(k) of the Public Health Service Act, 42 U.S.C. 262(k), for licensure
of a biological product as biosimlar to, or interchangeable with, a
reference product, or that has the exclusive rights under the applica-
tion to distribute the biosimlar biological product.

6. "NDA" shall nmean a new drug application

7. "Nonreference drug filer" shall nean either:

(a) An ANDA filer;

(b) A conpany that seeks an abbreviated approval pathway for its drug
product under 505(b)(2) of the Federal Food, Drug, and Cosnetic Act, 21
US. C 355(b)(2); or

(c) Abiosimlar biological product application filer, or conpany
seeking FDA approval for a biosimlar under 42 U S C 262.

8. "Nonreference drug product" shall nmean the product to be manuf ac-
tured under an ANDA that is the subject of the patent infringenent
claim a biosinmlar biological product that is the product to be manu-
factured under the biosimlar biological product application that is the
subject of the patent infringenent claim or both.

9. "Patent infringenent" shall nean infringenent of any patent or of
any filed patent application, extension, reissue., renewal. division,
continuation., continuation in part, reexam nation, patent term restora-
tion, patents of addition, and extensions thereof.

10. "Patent infringenent claim' shall nean any allegation nade to a
nonreference drug filer, whether or not included in a conplaint filed
with a court of law, that its nonreference drug product or application
infringes any patent held by, or exclusively licensed to, the reference
drug hol der.

11. "Reference drug holder" shall nean either

(a) A brand holder that is any of the foll ow ng:

(i) The holder of an approved NDA for a drug product application filed
under section 505(b) of the Federal Food, Drug, and Cosnetic Act, 21
U.S.C 355(b);

(ii) A person owning or controlling enforcenent of the patent listed
in the approved drug products with therapeutic equival ence eval uations
in connection with the NDA; or

(iii) The predecessors, subsidiaries, divisions, groups, and affil-
iates controlled by, controlling, or under comon control with, any of
the entities described in subparagraph (i) or (ii) of this paragraph
with control to be presuned by direct or indirect share ownership of
fifty percent or greater, as well as the licensees, licensors, succes-
sors, and assigns of each of those entities; or

(b) A biological product license holder, which shall nean any of the
fol | owi ng:

(i) The holder of an approved biological product license application
for a biological drug product under section 351(a) of the Public Health
Service Act, 42 U.S.C. 262(a);
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(ii) A person owning or controlling enforcenent of any patents that
claimthe biological product that is the subject of the approved bi ol og-
ical patent license application; or

(iii) The predecessors, subsidiaries, divisions, groups, and affil-
iates controlled by, controlling, or under conmon control with, any of
the entities described in subparagraph (i) or (ii) of this paragraph
with control to be presuned by direct or indirect share ownership of
fifty percent or greater, as well as the |licensees, |licensors, succes-
sors, and assigns of each of those entities.

12. "Reference drug product"” shall nean the product to be nanufactured
by the reference drug holder and includes both branded drugs of the NDA
holder and the biologic drug product of the biologic product |icense
appli cant.

13. "Statutory exclusivity" shall nmean those prohibitions on the
approval of drug applications under clauses (ii) through (iv) of section
505(¢c)(3)(E), section 527 or section 505A of the Federal Food, Drug, and
Cosnetic Act, 21 U.S.C_ 355(c)(3)(E), on the |licensing of biologica
product applications under section 262(k)(7) of Title 42 of the United
States Code or section 262(m(2) or (3) of Title 42 of the United States
Code.

8 283. Preserving access to affordable drugs. 1. (a) Except as
provided in paragraph (c¢) of this subdivision. an agreenent resolving or
settling, on a final or interimbasis, a patent infringenent claim in
connection wth the sale of a pharnmaceutical product, shall be presuned
to have anticonpetitive effects and shall be a violation of this section
if both of the follow ng apply:

(i) A nonreference drug filer receives anything of value from another
conpany asserting patent infringenent, including. but not limted to, an
exclusive license or a pronmise that the brand conpany will not |aunch an
aut hori zed generic version of its brand drug; and

(ii) The nonreference drug filer agrees to limt or forego research,
devel opnent, manufacturing, nmarketing, or sales of the nonreference drug
filer's product for any period of tine.

(b) As used in subparagraph (i) of paragraph (a) of this subdivision,
"anything of value" shall be interpreted broadly to include any type of
consideration, value or benefit a reference drug holder or nonreference
drug filer could possibly obtain fromthe agreenent. "Anything of val ue"
shall not include a settlenent of a patent infringenent claimin which
the consideration granted by the brand or reference drug holder to the
nonreference drug filer as part of the resolution or settlenent consists
of only one or nore of the foll ow ng:

(i) The right to mnarket the conpeting product in the United States
before the expiration of either:

(A) A patent that is the basis for the patent infringenent claim or

(B) A patent right or other statutory exclusivity that would prevent
the marketing of the drug;

(ii) A covenant not to sue on a claimthat the nonreference drug prod-
uct infringes a United States patent;

i Conpensation for saved reasonable future litigation expenses of
the reference drug holder but only if both of the follow ng are true:

(A) The total conpensation for saved litigation expenses is reflected
in budgets that the reference drug holder docunented and adopted at
|l east six nonths before the settl|lenent; and

(B) The conpensation shall not exceed the |lower of the foll ow ng:

(1) Seven nillion five hundred thousand dollars; or
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(2) Five percent of the revenue that the nonreference drug filer
projected or forecasted it would receive in the first three years of
sales of its version of the reference drug docunented at least twelve
nonths before the settlenent. If no projections or forecasts are avail -
able, the conpensation shall not exceed two hundred fifty thousand
doll ars;

(iv) An agreenent resolving or settling a patent infringenent claim
that permts a nonreference drug filer to begin selling, offering for
sale, or distributing the nonreference drug product if the reference
drug holder seeks approval to launch, obtains approval to launch, or
|l aunches a different dosage., strength, or form of the reference drug
having the sane active ingredient before the date set by the agreenent
for entry of the nonreference drug filer. A different formof the refer-
ence drug shall not include an authorized generic version of the refer-
ence drug;

(v) An agreenent by the reference drug holder not to interfere with
the nonreference drug filer's ability to secure and maintain reqgulatory
approval to market the nonreference drug product or an agreenent to
facilitate the nonreference drug filer's ability to secure and maintain
reqgul atory approval to market the nonreference drug product; or

(vi) An agreenent resolving a patent infringenent claimin which the
reference drug holder forgives the potential danmages accrued by a
nonreference drug filer for an at-risk launch of the nonreference drug
product that is the subject of that claim

(c) Parties to an agreenent are not in violation of paragraph (a) of
this subdivision if they can denpnstrate by clear and convincing
evidence that either of the following are net:

(i) The value received by the nonreference drug filer described in
subparagraph (i) of paragraph (a) of this subdivision is a fair and
reasonabl e conpensation solely for other goods or services that the
nonreference drug filer has promsed to provide; or

(ii) The agreenent has directly generated proconpetitive benefits and
the proconpetitive benefits of the agreenent outweigh the anticonpet-
itive effects of the agreenent.

2. In deternmining whether the parties to the agreenent have net their
burden under paragraph (c) of subdivision one of this section., a court
of conpetent jurisdiction shall not consider any of the foll ow ng:

(a) That entry into the marketplace could not have occurred until the
expiration of the relevant patent exclusivity or that the agreenent's
provision for entry of the nonreference drug product before the expira-
tion of any patent exclusivity neans that the agreenent is proconpet-
itive within the nmeaning of subparagraph (ii) of paragraph (c) of subdi-
vision one of this section;

(b) That any patent is enforceable and infringed by the nonreference
drug filer in the absence of a final adjudication binding on the filer
of those issues;

(c) That the agreenent caused no delay in entry of the nonreference
drug filer's drug product because of the lack of Federal Food and Drug
Administration (FDA) approval of that or of another nonreference drug
product; or

(d) That the agreenent caused no harmor delay due to the possibility
that the nonreference drug filer's drug product nmight infringe sone
patent that has not been asserted against the nonreference drug filer or
that is not subject to a final and binding adjudication on that filer as
to the patent's scope, enforceability, and infringenent.
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3. In determ ning whether the parties to the agreenent have nmet their
burden under paragraph (c) of subdivision one of this section, a court
of conpetent jurisdiction shall presune that the rel evant product narket
is that nmarket consisting of the brand or reference drug of the conpany
alleging patent infringenent and the drug product of the nonreference
drug filer accused of infringenent and any other biological product that
is licensed as biosimlar or is an AB-rated generic to the reference
product .

4, (a) This section shall not nodify, inpair, limt, or supersede the
applicability of the antitrust laws of the state pursuant to article
twenty-two of the general business law, unfair conpetition laws of the
state pursuant to article twenty-two-A of the general business law or
the availability of damages or renedies provided therein. This section
shall not nodify, inpair, limt, or supersede the right of any drug
conpany applicant to assert clains or counterclains against any person
under the antitrust laws or other laws relating to unfair conpetition of
the federal antitrust law or state |aw

(b) If any provision of this subdivision, an amendnent made to this
subdivision, or the application of any provision or anmendnent to any
person or circunstance is held to be unconstitutional, the renmninder of
this subdivision, the anendnents nade to this subdivision, and the
application of the provisions of this subdivision or amrendnents to any
person or circunstance shall not be affected.

5. (a)(i) FEach person that violates or assists in the violation of
this section shall forfeit and pay to the state a civil penalty suffi-
cient to deter violations of this section, as foll ows:

(A) |If the person who violated this section received any value due to
that violation, an anpunt up to three tines the value received by the
party that is reasonably attributable to the violation of this section,
or twenty mllion dollars., whichever is greater; or

(B) If the violator has not received anything of value as described in
this subparagraph, an anpunt up to three tines the value given to other
parties to the agreenent reasonably attributable to the violation of
this section, or twenty mllion dollars.

(C) For purposes of this subdivision, "reasonably attributable to the
violation" shall be determned by the state's share of the market for
the brand drug at issue in the agreenent.

(ii) Any penalty described in subparagraph (i) of this paragraph shal
accrue only to the state and shall be recovered in a civil action
brought by the attorney general in its own nane, or by any of its attor-
neys designated by it for that purpose, against any party to an agree-
nent that violates this section.

(b) Each party that violates or assists in the violation of this
section shall be liable for any damages, penalties, costs, fees, injunc-
tions, or other equitable or legal renedies, including, but not limted
to, restitution and disgorgenent. that nmay be just and reasonable. Such
renedi es shall include, but not be limted to, any renedy available
under articles twenty-two or twenty-two-A of the general business |aw
and section sixty-three of the executive |aw

(c) If the state is awarded penalties under subparagraph (i) of para-
graph (a) of this subdivision, it shall not recover penalties pursuant
to another law identified in paragraph (b) of this subdivision. This
section shall not be construed to foreclose the state's ability to claim
any equitable or legal renedy available in paragraph (b) of this subdi-
Vi si on.
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(d) An action to enforce a cause of action for a violation of this
section shall be comrenced within six years after the cause of action
accrued.

8 2. Severability clause. If any clause, sentence, paragraph, subdivi-
sion, section or part of this act shall be adjudged by any court of
conpetent jurisdiction to be invalid or unenforceable, such judgnent
shall not affect, inpair, or invalidate the remainder thereof, but shal
be confined in its operation to the clause, sentence, paragraph, subdi-
vi sion, section or part thereof directly involved in the controversy in
whi ch such judgnent shall have been rendered. It is hereby declared to
be the intent of the legislature that this act would have been enacted
even if such invalid provisions had not been included herein.

8§ 3. This act shall take effect on the sixtieth day after it shal
have becone a | aw




