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INTRODUCTION

Appellees (collectively “Amneal”) submit this partial opposition to the
motion of appellants (collectively “Teva”) to expedite the merits briefing of this
appeal. Amneal agrees with Teva that Amneal’s pending Abbreviated New Drug
Application warrants expedition of the merits briefing schedule. However, the
parties could not reach agreement on the specific dates of such a schedule.

Amneal seeks expedited briefing to be completed in time for the Court to
hear argument in the September 2024 session. Teva seeks to delay argument until
the November session. In this brief submission, Amneal outlines why its proposed
schedule with argument in September is the better course.

BACKGROUND

This appeal arises from the district court’s ruling of judgment on the
pleadings with respect to the infringement claims brought by Teva against Amneal
under the Hatch Waxman Act. The district court held that the asserted patents
failed to meet the statutory requirements for listing in the Orange Book.

Accordingly, on June 10, 2024, the district court issued an order requiring
Teva to request the FDA to de-list the patents from the Orange Book. The district
court subsequently granted a 30-day stay for the purpose of allowing the orderly
presentation of arguments for a stay and expedited schedule to this Court. That

temporary stay expires on July 15, 2024.



REDACTED pursuant to protective order

The parties agreed to, and jointly requested, an expedited briefing schedule
for submission of whether that stay is to be extended pending a resolution on the
merits. Under that proposed agreed schedule, briefing on the question of a further
stay would be complete on July 3, 2024.

ARGUMENT

The Court should enter Amneal’s proposed schedule for the September
session because it would mitigate the potential harm to Amneal of being kept out
of the marketplace prior to a resolution of the merits. In contrast, Teva has not
identified any potential harm it would suffer by having oral argument in the
September session, as opposed to the November session. For Teva, this scheduling
dispute is a matter of convenience -- and a matter of an additional two months in
which Amneal may be kept out of the marketplace.

Amneal anticipates receiving tentative approval from the FDA on or before
the N DATE . If argument is not held until the
November session, Amneal would be subject to the potential harm of having
obtained approval, but nevertheless being prevented from entering the marketplace
until the Court’s disposition on the merits sometime in December, January or later.
As a practical matter, delaying oral argument until the November session would
virtually ensure no resolution until sometime after Amneal anticipates having FDA

approval.



REDACTED pursuant to protective order

If the case is heard in the September session, the risk of harm to Amneal is at
least mitigated. It is more likely that the Court will have time to deliberate and
issue a decision on the merits before Amneal’s anticipated approval.

Further, holding oral argument in the September session would not subject
Teva to any risk of harm. Teva’s arguments are based on speculation and
convenience — not any kind of potential harm.

Teva speculates that Amneal will not receive tentative approval on or before
. Teva basis this speculation on the assertion that that “there is
no suggestion that the FDA will provide an ‘approval’ as of” the of
. Teva Br. at 6. Teva fails, however, to cite any support for its
implicit assumption that such FDA communications typically contain any
indication one way or another as to a date of approval. Accordingly, the absence
of any such indication in FDA’s communications to Amneal is not probative of
whether Amneal will receive tentative approval on or before .

Teva complains that it would be inconvenient to have to work on its merits
brief at the same time it is working on the stay motion that Teva itself decided to
file. Teva Br. at 6. Teva also appears to complain that Amneal’s proposed
schedule would interfere with its observance of the Fourth of July. Id.

Teva even asserts the alleged inconvenience of amici curiae. Teva Br. at 7.

Teva speculates that Amneal’s “extraordinarily rapid schedule” would “foreclose



amicus participation” and “potentially prejudice the presentation of arguments to
this Court.” Id. Teva does not cite any specifics or supporting facts.

Finally, contrary to Teva’s suggestion, this Court does have prior experience
in reviewing orders to de-list patents, such as the order in this case. In Jazz
Pharmaceuticals, Inc. v. Avadel CNS Pharmaceuticals, LLC, 60 F.4th 1373 (Fed.
Cir. 2023), the Court affirmed a similar order to de-list an Orange Book patent.
Notably, the Court issued that affirmance approximately three months after the
district court had issued its de-listing order. Id. at 1373, 1375.

Amneal proposes the following schedule leading to oral argument in the
September session, approximately three months from the district court’s June 10,
2024 order at issue:

Opening brief by Teva: July 5, 2024
Response brief by Amneal: August 2, 2024
Reply brief by Teva: August 13, 2024
Appendix filed: August 16, 2024

CONCLUSION

The Court should adopt Amneal’s proposed schedule for briefing on the

merits, and set oral argument for September 2024.
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