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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

JAZZ PHARMACEUTICALS, INC.,
Plaintiff,
V. C.A. No. 21-691-GBW
AVADEL CNS PHARMACEUTICALS, UNSEALED ON 12/13/22
LLC,
Defendant.
MEMORANDUM ORDER

Before the Court is Plaintiff Jazz Pharmaceuticals, Inc.’s (“Jazz”) Motion to Stay Pending
Appeal or, in the Alternative, a Stay Pending Application to the Federal Circuit for a Stay Pending
Appeal (the “Motion to Stay”). D.I. 236. The Motion has been fully briefed. D.I. 236, 244, 253.
For the following reasons, the Motion to Stay is denied.

L BACKGROUND

On November 18, 2022, this Court issued a Memorandum Opinion (the “Delisting
Opinion”) granting Defendant Avadel CNS Pharmaceuticals LLC’s (“Avadel”) renewed motion
for judgment on the pleadings with respect to its counterclaim seeking delisting of Plaintiff Jazz
Pharmaceuticals, Inc.’s (“Jazz”) U.S. Patent No. 8,731,963 (“the ’963 patent”) from the FDA
publication, “Approved Drug Products with Therapeutic Equivalence Evaluations” (“the Orange

Book”). D.I. 231. As a result, this Court ordered Jazz to request that the FDA delete the 963



Case 1:21-cv-00691-GBW Document 255 Filed 12/05/22 Page 2 of 5 PagelD #: 5380



Case 1:21-cv-00691-GBW Document 255 Filed 12/05/22 Page 3 of 5 PagelD #: 5381



Case 1:21-cv-00691-GBW Document 255 Filed 12/05/22 Page 4 of 5 PagelD #: 5382

ofits “pa 1t1” "ts,” D.I. 236 at 17, Congress contemplated this kind of situatic  when it creati -
a unique right of action under which an NDA applicant may “assert a counterclaim seeking an
order requiring the [patentholder] to correct or delete” an Orange Book listing blocking the FDA’s
approval of its application. 21 U.S.C. § 355(c)(3)(D)(i1)(I). This Court would be “undermin{ing]
congressional intent and the public interest” were it to grant J¢ s motion. Novartis, 2020 WL
8187586, at *2. Also, injury would befall Avadel if this Court were to stay implementation of the
_ 4 , vely withholding the very remedy to which Avadel is statutorily and
expeditiously entitled.> Thus, Jazz has not demonstrated that the remaining factors favor a stay.’

IV. CONCLUSION

Lurtl fo oingre wms,tl Motion to Stay is. ed.

* ¥ %k

? Indeed, recognizing the importance of timing to this issue, the Court granted Avadel’s
Motion to Expedite Consideration of its Renewed Motion for Partial Judgment on the Pleadings
(D.I. 162). D.I. 212.

3 Because the Court has determined that a stay is not warranted, the Court need not evaluate
whether a bond is appropriate pursuant to Fed. R. Civ. P. 62(d). See D.I. 244 & ~13.

4
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WHEREFORE, this 5" day of December, 2022, IT IS HEREBY ORDERED that:
1. Plaintiff Jazz Pharmaceuticals, Inc.’s (“Jazz”) Motion to Stay Pending Appeal or, in the
Alternative, a Stay Pending Application to the Federal Circuit for a Stay Pending Appeal
(D.I. 236) is DENIED.
2. wecause the Memorandum . .der is filed under seal, the parties shall meet and confer and,
no later than December 12, 2022, submit a joint proposed public redacted version. In the
absence of a timely request compliant with applicable standards, the Court will unseal the

entire Order.

uncuuni B WILLIAMS
UNITED ST/ o.STRIC. JULGE



