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[bookmark: b1_3_1_1]1.12.5	REQUEST FOR A WAIVER
Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
Use this section to formally request a waiver of the eCTD requirements per 21 CFR 312.10. FDA has exempted all noncommercial INDs from eCTD submission requirements, including research and investigator-sponsored INDs. Note that FDA still encourages applicants to send submissions in alternative electronic format (i.e., PDF files following the CTD structure). For additional guidance on the types of submissions that are exempted from eCTD requirements, refer to the FDA guidance document Providing Regulatory Submissions in Electronic Format — Certain Human Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications (published September 2024). 
If these criteria do not apply to your drug development program, you must submit using the eCTD format. FDA allows the opportunity to request an exemption from this requirement. A waiver request should be sent to FDA by email (esubprep@fda.hhs.gov) before submitting the document(s) for which this waiver is claimed, with an explanation regarding why the sponsor or applicant’s compliance with the requirement cannot be achieved, as well as a description of the proposed alternative submission format that the sponsor or applicant will be using during the duration of the waiver. The sponsor should include the text “LONG-TERM WAIVER REQUEST—eCTD REQUIREMENTS” or “SHORT-TERM WAIVER REQUEST—eCTD REQUIREMENTS” in bold capital letters at the top of the first page of the submission. For additional guidance on acceptable alternative submission formats, refer to Providing Regulatory Submissions in Alternate Electronic Format Guidance for Industry (published June 2022).
The waiver request should include the following:
· A description of the circumstances or event giving rise to the need for a waiver, include the anticipated duration
· The requested duration of the waiver (up to 5 years)
· A description of the proposed alternative submission format the sponsor will be using
FDA reviews waiver requests on a case-by-case basis and will generally respond in writing, stating whether the waiver is granted or denied and whether the proposed alternative submission format is acceptable. If FDA grants a waiver, the requestor should include a statement in the cover letter of each subsequent submission indicating that an eCTD submission waiver has been grants, including the dates for the waiver. Please note that waivers are non transferrable. 
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