UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE PATENT TRIAL AND APPEAL BOARD

MYLAN PHARMACEUTICALS INC,,
Petitioner,

V.

SANOFI-AVENTIS DEUTSCHLAND GMBH,
Patent Owner

Case No. [PR2018-01675
U.S. Patent No. 8,603,044

PATENT OWNER’S OPPOSITION TO PETITIONER’S
MOTION TO CORRECT
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Petitioner’s (“Mylan’) motion should be denied because the requested change
to the Petition is substantive and would prejudice Patent Owner (“Sanofi”) by
depriving Sanofi of the opportunity to respond. Alternatively, should the Board
permit the correction, Sanofi requests authorization to file an amended Preliminary
Response, limited to addressing the proposed correction, in order to mitigate the
prejudice to Sanofi.

I. REASONS FOR DENYING THE MOTION

In determining whether to permit corrections to a petition, the Board has
considered the following non-exclusive factors: (1) the nature of the error, whether
the party requesting relief provides adequate explanation for how the error occurred,
and how the error was discovered; (2) the length of time elapsed between learning
of the error and bringing the error to the Board’s attention; (3) prejudice to the other
party by allowing the proposed corrections; and (4) whether the proposed corrections
impact the proceeding. Ivantis, Inc. v. Glaukos Corp., [IPR2018-01180, Paper 14 at
9 (P.T.A.B. Dec. 6, 2018). Here, all four factors favor denial.

1. The nature of the error, and whether the party requesting

relief adequately explains how the error occurred, including
how the error was discovered

The nature of the error weighs against granting the motion. As Mylan admits,
and stated in Sanofi’s Preliminary Response, the original citation on page 25 of the

Petition did not support the argument for which it was proffered. See Ex. 1036, 7:18-
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23. Other than a conclusory statement in its expert’s declaration, Mylan cited no
evidence supporting the argument. Thus, though the error’s origin appears to be
typographical, Mylan’s proposed correction would substantively change the Petition
by providing different evidence to support an argument that previously had none.!

That Mylan did not discover the error until Sanofi’s Preliminary Response
alerted Mylan to it, even though Mylan filed a separate petition in [PR2019-00122
on October 29, 2018 with an identical citation (See [IPR2019-00122, Paper 2 at 28),
further favors denying the motion. Ivantis, Paper 14 at 11.

2. The length of time elapsed between learning of the error and
bringing the error to the Board’s attention

Mylan received Sanofi’s Preliminary Response on January 3, 2019, but did
not bring the error to the Board’s or Sanofi’s attention prior to the conference call
on January 15. Mylan does not explain its failure to bring the alleged error to the
Board’s attention for nearly two weeks, which impacted Sanofi’s ability to discuss
the issue on the call. See Ex. 1036, 11:21-12:17. Thus, this factor favors denial.

3. Prejudice to Patent Owner by allowing the correction

The proposed correction would be prejudicial because Sanofi has already filed

a Preliminary Response. As Mylan admits, Sanofi’s Preliminary Response addressed

! Should the correction be permitted, Sanofi will explain in an Amended Preliminary

Response why the revised citation also fails to support the argument.
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the original citation by correctly noting that it does not relate to the subject matter
for which it was cited. Paper 12 at 38, n. 9; Ex. 1036, 7:18-23. Permitting the
correction would deprive Sanofi of an opportunity to rebut the new citation. See,
e.g., 77 Fed. Reg. 48,680, 48,699 (Aug. 14, 2012) (the Board will consider “any
effect on the patent owner’s ability to file a preliminary response’). Because Mylan
bears the burden of providing supporting evidence in its Petition, Sanofi, “in
formulating its Preliminary Response, should be able to rely on the Petition ... as
being correct.” lvantis, Paper 14 at 13. Thus, the prejudice to Sanofi favors denial.

For the same reasons, Sanofi should be allowed to file an amended
Preliminary Response if Mylan’s motion is granted. Indeed, Sanofi should not be
deprived of the ability to fully respond to the Petition due to an error and lack of
diligence by Mylan.

4. Impact on the proceeding

As set forth above, the proposed change would substantively change the
content of the Petition without providing Sanofi with an opportunity to rebut the
newly cited evidence. Thus, this factor favors denial.

II. CONCLUSION

For the above reasons, the Board should deny Mylan’s motion. In the
alternative, Sanofi should be permitted to file an amended Preliminary Response to

address the correction if the Board chooses to grant the motion.
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