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COUNTRY/TERRITORY CONSTRAINT DATE (i CONSTRAINT DATE RATIONALE EXCLUSIVITIES
Malta 20-May-2021 It is based on the expiry date of Data + Marketing Exclusivity Data exclusivity in Malta has expired.
Ireland 19-May-2026 It is based on the expiry date of an SPC ??je?;l:;ig;’g innl\rreel[aa‘:iﬁl’]eispiiiiroe:ﬁ—h‘ay-2026.
Netherlands 19-May-2026 It is based on the expiry date of an SPC ?Séa:;_ﬁ:;ti?;’g Fﬂr\‘lxleettl;fer\l'iannddssze:(?}ii? roend_:lg-l'-‘ay-2(}26‘
Sweden 19-May-2026 It is based on the expiry date of an SPC ?s;ae?;;l::ti?;’g :158‘;1\1221:(?;};2‘ roend_:lg-l'-‘ay-2026‘
United Kingdom 19-May-2026 It is based on the expiry date of an SPC Data exclusivity in United Kingdom has expirad.

The earliest SPC in United Kingdom expires on 19-May-2026.
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CONSTRAINT DATE RATIONALE

It is based on the expiry date of Data + Marketing Exclusivity

It is based on the expiry date of an SPC

It is based on the expiry date of an SPC

It is based on the expiry date of an SPC
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EXCLUSIVITIES

Data exclusivity in Malta has expired.

Data exclusivity in Ireland has expired.
The earliest SPC in Ireland expires on 19-May-2026.

Data exclusivity in Netherlands has expired.
The earliest SPC in Netherlands expires on 19-May-2026.

Data exclusivity in Sweden has expired.
The earliest SPC in Sweden expires on 19-May-2026.

Data exclusivity in United Kingdom has expired.

The earliest SPC in United Kingdom expires on 19-May-2026.
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Summary

Orange Book Patents for ELIQUIS, Tablet, NDA - 202155

D (Y sosr205  ([E) () 9326945

Related Products

Mo Related Products with US Patent Challenge information

ELIQUIS
NDA-202155

Information about an ANDA with Paragraph IV certification for a generic version of Eliquis (apixaban)
tablets, 2.5 mg and 5 mg, first appeared on the FDA website as of March 13, 2017. The FDA reports
Show more

US Patent Challenges

FILER ASSOCIATED APPLICATION STRENGTH
COMPANIES NUMBER

Amnesal Pharmaceuticals
209810 (ANDA) 2.5mg, 5mg
First to File: Assumed =
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Dose Form

Tablet

PATENTS
LITIGATED

US-09326945

PATENTS & SPCS

Route

Oral

NOTIFICATION
DATE

08 Mar 2017

BSNENTI ML SZIFT
US Patent Challenges] OAJ(CF8ENL. K

USPATENT CHALLENGES GLOBALLITIGATION DEALS COMPETITIVE INSIGHTS

Strength
2.5MG 5MG

30
MONTH LITIGATION STATUS APPROVAL DATE
STAY
Closed 19-Aug-2020: Tentative

R&D
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E View Commentaries

LAUNCH
DATE

LATEST
ALERT
DATE

01-May-2020

Total Filers 25

COMMENTARY

On March 6,
2017, Bristol-
Myers Squibb
and Pfizer
received
notification of
Impax’s ANDA
with
Paragraph IV

rertifiratinn

ELIQUIS NDA 202155

Information about an ANDA with Paragraph IV certification for a generic version of Eliquis (apixaban)
tablets, 2.5 mg and 5 mg, first appeared on the FDA website as of March 13, 2017. The FDA reports a filing
date of December 28, 2016, which was the first day an ANDA could have been submitted for an apixaban
product. The New Chemical Entity exclusivity for apixaban expired on December 28, 2017. The FDA
reports 25 ANDAs for generic versions of Eliquis tablets were filed on the first day possible and may be
eligible for the 180-day generic drug exclusivity. Bristol-Myers Squibb expects to lose exclusivity for
Eliquis tablets in November 2026. 1

1: Form 10-K, Bristol-Myers Squibb Company, 2019-02-25
Amneal Pharmaceuticals: 209810 (ANDA) ~

On March &, 2017, Bristol-Myers Squibb and Pfizer received notification of Impax's ANDA with Paragraph
IV certification for a generic version of Eliquis tablets. On April 10, 2017, Bristol-Myers Squibb and Pfizer
filed a patent infringement suit against Impax in the U.S. District Court for the District of Delaware in
respense to Impax's ANDA. The plaintiffs alleged infringement of U.S. Patent 9,326,945, T On June 28,
2018, the parties to the Impax action stipulated to the dismissal of the matter without prejudice. 2 To our
knowledge, no settlement terms have been disclosed.

1: Bristol-Myers Squibb Company et al. v. Impax Laborstories, Inc., U. Court, D. Delaware, Case 1:17-cv-00-

ict Court, D. Delaware, Case Li17-0v

2: Bristol-Myers Squibb Company et al. v. Impax Laborsteries, Inc., U.S. Di
Apotex Inc: 210091 (ANDA) o

On March 13, 2017, Bristol-Myers Squibb and Pfizer received notification of Apotex's ANDA with Paragraph
IV certification for a generic version of Eliquis tablets. On April 10, 2017, Bristol-Myers Squibb and Pfizer
filed a patent infringement suit against Apotex in the U.S. District Court for the District of Delaware in
response to Apotex's ANDA. The plaintiffs alleged infringement of U.S. Patent 6,413,980, U.S. Patent

sand U.S. Patent 9,326,945. 1 On January 16, 2018, the parties to the Apotex action stipulated to
‘the . matter without prejudice. 2 To our knowledge, no settlement terms have been
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