UNITED STATES DISTRICT COURT FOR THE DISTRICT OF COLUMBIA

Sun Pharma Advanced Research Co., Ltd. v. Becerra

Sun Pharma - No. Civil Action No. 2024-0946 (APM) - Decided December 1, 2025

SUMMARY

The court held that the FDA unlawfully denied Sun Pharma a rare pediatric disease priority review

voucher after approving Sezaby, a treatment for neonatal seizures. It concluded that a drug application

deemed approved under the transitional provisions of the 1962 FDA Amendments was not an

application previously approved under the Hatch-Waxman pathways referenced in the voucher statute.

The court granted Plaintiffs’ motion for summary judgment and denied Defendants’ cross-motion.
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Plaintiffs sought judicial review under the Administrative Procedure
Act of the FDA's denial of a rare pediatric disease priority review
voucher. The parties filed cross-motions for summary judgment on the

administrative record.

Under the APA, agency action must be set aside if it is arbitrary,
capricious, an abuse of discretion, or otherwise not in accordance with
law. The court exercised independent judgment over the statutory
interpretation question and reviewed the agency's action on the
administrative record as a question of law. Summary judgment under
Federal Rule of Civil Procedure 56 does not independently govern
APA claims.
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QUESTIONS PRESENTED

1. Whether an application that became effective by agency inaction under the original Food, Drug, and
Cosmetic Act and was later deemed approved under the 1962 amendments constitutes an application

containing an active moiety that was previously approved under 21 U.S.C. § 355(b)(1), (b)(2), or (j) for
purposes of the Section 529 priority review voucher statute.

2. Whether the FDA acted contrary to law by denying Plaintiffs a rare pediatric disease priority review
voucher based on NDA 000597.

HOLDINGS

1. An application that was merely deemed approved under the 1962 amendments, after becoming effective
through agency inaction under the prior statutory regime, was not previously approved under 21 U.S.C.

8 355(b)(1), (b)(2), or (j) for purposes of the Section 529 priority review voucher program.

2. The FDA acted contrary to law when it denied Plaintiffs a priority review voucher on the ground that
phenobarbital sodium had been previously approved in NDA 000597.

KEY QUOTATIONS

““Approval” in that context means a formal positive decision on an application by the FDA.” (9)
“A thing that is deemed to be something else does not become that something else.” (10)

“By cross-referencing the three Hatch—Waxman pathways in Section 529, Congress clearly signaled that any

“previous approval” had to have successfully navigated one of the pathways.” (11)

“Accordingly, the court holds that NDA 000597 was not a “previously approved” application under “(b)(1),
(b)(2), or (j)” of Section 505 for purposes of Section 529.” (12)

FACTUAL BACKGROUND

Plaintiffs received FDA approval in 2022 for Sezaby, a drug containing phenobarbital sodium for treating
neonatal seizures, a rare pediatric condition. The FDA denied Plaintiffs a priority review voucher because it
identified a 1939 application for a phenobarbital-and-atropine product, NDA 000597, which had been deemed
approved under the 1962 amendments to the Food, Drug, and Cosmetic Act. NDA 000597 was never
affirmatively approved based on substantial evidence of safety and efficacy; the FDA later determined that its
effectiveness was unsupported, and formally withdrew the application in 1982. Sezaby was the first

phenobarbital product identified in the opinion as having established efficacy for neonatal seizures.

PROCEDURAL HISTORY



The FDA approved Plaintiffs' drug Sezaby for treatment of neonatal seizures but denied Plaintiffs a priority
review voucher because it determined that phenobarbital sodium had been previously approved in another
application. Plaintiffs challenged that decision under the APA and moved for summary judgment. The court
granted Plaintiffs' motion, denied Defendants' cross-motion, and denied as moot Plaintiffs' motion for judicial

notice and to complete the administrative record.

DISPOSITION

other

REMAND INSTRUCTIONS

No specific remand instructions were stated. The court granted Plaintiffs' motion for summary judgment and

held that the FDA acted contrary to law in denying the priority review voucher.
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