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Petitioners Lupin Ltd. and Lupin Pharmaceuticals, Inc. (“Lupin”) hereby
object pursuant to 37 C.F.R. § 42.64(b)(1) and the Federal Rules of Evidence
(“FRE”) to the admissibility of certain purported evidence served by Patent
Owner’s Horizon Therapeutics, Inc. on February 10, 2017 in connection with its
Response to Lupin’s Petition for Inter Partes Review of U.S. Patent No. 9,095,559
(“the 559 patent™). The exhibits objected to, and grounds for Lupin’s objections,
are listed below. Lupin also objects to Patent Owner’s reliance on or citations to
any objected evidence in its papers.

Some of the exhibits served by Horizon Therapeutics, Inc. on February 10,
2016 were introduced during the deposition of Keith Vaux in this proceeding, and
Lupin objected to those exhibits at the deposition as required by 37 C.F.R. §
42.64(a). Nothing contained herein shall be deemed to withdraw any of Lupin’s
objections to deposition evidence or the requirement that evidence to cure those
objections must have been provided during the deposition.

l. IDENTIFICATION OF CHALLENGED EVIDENCE AND GROUNDS
FOR OBJECTIONS

A.  Exhibit 2001
Lupin objects to Exhibit 2001 under FRE 402 and 403 because it is

irrelevant and its probative value is substantially outweighed by the danger of
wasting time in this compressed proceeding. Exhibit 2001 is a litigation document

which bears no relevance to the issue of patentability of the 559 patent claims.
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Lupin further objects to Exhibit 2001 under FRE 802 because it is inadmissible
hearsay, specifically a complaint in a district court litigation, Horizon
Therapeutics, Inc. v. Lupin Ltd., 1:15-cv-07624-RBK-JS (D.N.J.). Lupin also
objects to Exhibit 2001 under FRE 901 on the basis that it has not been properly

authenticated and lacks foundation.

B.  Exhibit 2002
Lupin objects to Exhibit 2002 under FRE 402 and 403 because it is

irrelevant and its probative value is substantially outweighed by the danger of
wasting time in this compressed proceeding. Exhibit 2002 is a litigation document
which bears no relevance to the issue of patentability of the 559 patent claims.
Lupin further objects to Exhibit 2002 under FRE 802 because it is inadmissible
hearsay, specifically an amended complaint in a district court litigation, Horizon
Therapeutics, Inc. v. Lupin Ltd., 1:15-cv-07624-RBK-JS (D.N.J.). Lupin also
objects to Exhibit 2002 under FRE 901 on the basis that it has not been properly

authenticated and lacks foundation.

C.  Exhibit 2003

Lupin objects to Exhibit 2003 as incomplete. It should therefore be

excluded under FRE 106 and 403.
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D.  Exhibit 2004

Lupin objects to Exhibit 2004 as incomplete. It should therefore be

excluded under FRE 106 and 403.

E.  Exhibit 2005
Lupin objects to Exhibit 2005 under FRE 402 and 403 because it is

irrelevant and its probative value is substantially outweighed by the danger of
wasting time in this compressed proceeding. Exhibit 2005 is a litigation document
served by Par Pharmaceuticals, Inc. in a different proceeding regarding different
patents, and therefore bears no relevance to the issue of patentability of the 559
patent claims. Lupin further objects to Exhibit 2005 under FRE 802 because it is
inadmissible hearsay, specifically a non-party’s invalidity and non-infringement
contentions in an unrelated district court litigation, Horizon Therapeutics, Inc. v.
Par Pharmaceuticals, Inc., C.A. No. 2:14-cv-00384-JRG-RSP (E.D. Tex). Lupin
also objects to Exhibit 2005 under FRE 901 on the basis that it has not been
properly authenticated and lacks foundation. Lupin further objects to Exhibit 2005
as incomplete because it contains only certain portions of Par Pharmaceutical’s
Invalidity and Non-infringement Contentions, and should therefore be excluded

under FRE 106.
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F.  Exhibit 2006
Lupin objects to Exhibit 2006, the declaration of Dr. Gregory M. Enns,

under FRE 402 to the extent that it includes or relies on irrelevant or inadmissible
information and under FRE 403 to the extent that it includes or relies on
information that probative value of which is substantially outweighed by the
danger of unfair prejudice, wasting time, or needlessly presenting cumulative
evidence as set forth herein. Lupin further objects to Exhibit 2006 under FRE 901
on the basis that it cites or relies on exhibits that have not been properly

authenticated or lack foundation, as set forth herein.

G. Exhibit 2012
Lupin objects to Exhibit 2012 under FRE 402 and 403 because it is

irrelevant and its probative value is substantially outweighed by the danger of
wasting time in this compressed proceeding. Exhibit 2012 was published in 2012
and, therefore, bears no relevance to what the person of ordinary skill in the art
would have known by the relevant date, Sept. 30, 2011. Therefore, Exhibit 2012
should be excluded under FRE 402 and 403. Lupin further objects to Exhibit 2012
under FRE 802 on the basis that it is inadmissible hearsay, not within a hearsay

exception.
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