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Enorama Pharma, Inc. v. U.S. Food & Drug Administration, et al.
Enorama Pharma · No. Civil Action No. 26-502 · Decided February 19, 2026

SUMMARY

The United States District Court for the District of Columbia granted Enorama Pharma, Inc.’s motion
to file its complaint partially under seal. Applying the six-factor Hubbard test, the court found that the
plaintiff’s proprietary PMTA-related business information and competitive interests outweighed the
presumption of public access, although the prejudice factor was neutral and the purpose-of-use factor
favored disclosure. The unredacted complaint was ordered to remain sealed subject to further
consideration by the district judge assigned to the case.
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DISPOSITION other

PROCEDURAL POSTURE Plaintiff moved for leave to file its complaint partially under seal to
protect confidential and proprietary business information.

STANDARD OF REVIEW The court applied the strong presumption of public access to judicial
records and balanced the six factors identified in United States v.
Hubbard.

PRECEDENTIAL VALUE Published district court memorandum opinion; persuasive authority
within the District of Columbia but not binding precedent outside the
court's applicable hierarchy.
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QUESTIONS PRESENTED

1. Whether Enorama established sufficient grounds to overcome the presumption of public access and file
portions of its complaint under seal.

2. How the six Hubbard factors apply to Enorama's request to seal confidential business information.

HOLDINGS

1. A plaintiff may file portions of a complaint under seal when the Hubbard factors, considered as a whole,
establish that the asserted confidentiality and property interests outweigh the presumption of public
access.

2. Targeted redactions that deprive the public only of confidential business information may support
sealing when the remaining public filing provides access to the necessary information.

KEY QUOTATIONS

“The starting point in considering a motion to seal court records is a strong presumption in favor of public
access to judicial proceedings.” (at 1)

“The Court will therefore grant Plaintiff’s request to redact portions of its Complaint.” (at 5)

FACTUAL BACKGROUND

Enorama manufactures and distributes oral nicotine pouch products and submitted premarket tobacco product
applications to the FDA. The FDA allegedly refused to file the applications for substantive review based on
requirements in a 2021 rule, and Enorama challenged that conduct under the Regulatory Flexibility Act and
Administrative Procedure Act. Enorama sought to redact proprietary studies, research methods and results,
competitive comparisons, and related information from its complaint.

PROCEDURAL HISTORY

Enorama Pharma filed an action against the FDA and HHS challenging agency conduct concerning premarket
tobacco product applications and moved to file portions of its complaint under seal. The Chief Judge granted the
motion under the Hubbard public-access framework, subject to further consideration by the randomly assigned
United States District Judge.
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