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[bookmark: b1_3_1_1]1.7.1	FAST TRACK DESIGNATION REQUEST
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 Fast Track Designation from FDA, as well as provide supporting information for FDA to evaluate the request. In most cases, this information can be conveyed in 10-20 pages, excluding supporting papers and other documents. While not required, it is a good idea to provide a Table of Contents and hyperlinks to aid FDA in navigating the section.
If a sponsor is planning to request Fast Track designation, submit the request as soon as possible to maximize the benefits of the designation. The request for Fast Track designation can be submitted at any time prior to the pre-BLA meeting, but no earlier than the initial IND submission. It is a good idea to discuss the potential for Fast Track designation and what supporting document would be required during the pre-IND meeting. FDA will respond to requests within 60 calendar days of receipt of the request and will issue a Designation letter stating that Fast Track Designation was granted or a Nondesignation letter stating reasons that the request was not granted. If the drug no longer meets the Fast Track designation criteria during development, the sponsor should notify FDA.
Note: If the Sponsor is submitting a Fast Track Designation request as an amendment to their IND, the cover letter should contain the phrase “REQUEST FOR FAST TRACK DESIGNATION” in bold, uppercase letters. If the Sponsor is submitting the request as a part of their initial IND submission (Module 1.7.1), then the cover letter for the INITIAL INVESTIGATIONAL NEW DRUG SUBMISSION should also include the REQUEST FOR FAST TRACK DESIGNATION.











REQUEST FOR FAST TRACK DESIGNATION
For
{Proprietary Name}
{Active Ingredient}
For the treatment of
{Proposed Indication}
	Contact person (name, address, email, telephone, and fax): 
	 Sponsor or contact person who is responsible for answering any questions that may arise during evaluation of the designation request 

	Submitted to: 
	<< Insert the division or office to which the IND is being submitted or in which it is active >> 

	IND number: 
	 Include the IND number if applicable


 










CONFIDENTIALITY STATEMENT
This document contains confidential information, which should not be copied, referred to, released or published without written approval from {Sponsor Name}.
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1. [bookmark: _Toc199844566][bookmark: _Toc139014393][bookmark: GIPbookmark_toc]INTRODUCTION
This section should summarize the information that supports the fast track designation request for the indication being studied
2. [bookmark: _Toc199844567]SERIOUS/LIFE THREATENING CONDITION
This section should briefly explain the indication for the drug under study, and convey that the condition is serious and/or life threatening 
3. [bookmark: _Toc199844568]BASIS FOR UNMET MEDICAL NEED
This section should briefly explain the unmet medical need for the proposed indication, as well as how the drug has the potential to address the unmet medical need.
4. [bookmark: _Toc199844569]DEVELOPMENT PLAN
This section should explain how the drug is being evaluated in the planned drug development program by briefly describing the proposed clinical trial/s.

5. [bookmark: _Toc199844570]CONCLUSION
This section should summarize the information that supports the fast track designation request for the indication being studied
6. LIST OF RELEVANT DOCUMENTATION TO SUPPORT DESIGNATION REQUEST
This section should contain a list of documents that is considered relevant to the evaluation of the designation request and should be organized to facilitate FDA review. If documents were submitted with a previous electronic submission, there is no need to resubmit, just list the document file name and provide the date it was submitted. For previous paper submissions, it is a good idea to resubmit all applicable documents as appendices to the designation request.
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