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APPENDIX C: DISCIPLINE FILING CHECKLISTS

CLINICAL FILING CHECKLIST

IMPORTANT: This checklist is a sample of a tool used to assist reviewers during the filing
review of an application. All decisions regarding whether an application can be filed are
based on a comprehensive review of all relevant information in accordance with applicable
legal and scientific standards.

Content Parameter | Yes | No [N/A | Comment

FORMAT/ORGANIZATION/LEGIBILITY

1. | Identify the general format that has been used for
this application, e.g. electronic common
technical document (eCTD).

2. | Is the clinical section legible and organized in a
manner to allow substantive review to begin?

3. | Is the clinical section indexed (using a table of
contents) and paginated in a manner to allow
substantive review to begin?

4. | For an electronic submission, is it possible to
navigate the application in order to allow a
substantive review to begin (e.g., are the
bookmarks adequate)?

5.| Are all documents submitted in English or are
English translations provided when necessary?
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FDA Publishes Filing Checklists to Prevent Submission Delays
(25.10.23. / FDA)

https://www.fda.gov/drugs/abbreviated-new-drug-application-anda/abbreviated-new-drug-application-

anda-forms-and-submission-requirements

Good Review Practice : Refuse to File
(25.10.23. / FDA)

https://www.fda.gov/media/87035/download
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1) Centers for Medicare & Medicaid Services
2) Health Information Exchanges
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CMS taps tech firms for new patient health data ecosystem
(25.7.31. / Healthcare It News / By Andrea Fox)

https://www.healthcareitnews.com/news/cms-taps-tech-firms-new-patient-health-data-ecosystem

Amy Gleason, a top Trump health official, calls for more access to patient data
(25.10.22. / ENDPOINTS / By Ngai Yeung)

https://endpoints.news/amy-gleason-a-top-trump-health-official-calls-for-more-access-to-patient-data/
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Lobbying firms record 3rd quarter gains amid Trump policy shifts
(25.10.21. / Reuters / By David Thomas)

https://www.reuters.com/legal/government/lobbying-firms-record-3rd-quarter-gains-amid-trump-policy

-shifts-2025-10-21/




