Formatting and Submission Requirements for IND Applications
(This document serves as a quick reminder as you prepare the application.  It should not be considered a substitute for the Policies and Procedures, which provide a thorough overview of university-based IND applications). 
· 8.5 in x 11 in (US letter Size)

· 12 point font

· Times New Roman or Arial

· Ensure at least 1’ inch margins

· All pages in each section should be numbered consecutively

The link below provides a list of regulatory and administrative components for initial IND applications as outlined by the FDA.

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm360054.htm
Requirements for Submitting an IND Application
· All University-based IND applications and all documents relevant to such applications shall be submitted to the FDA via IND and IDE Support (IIS).  
· For any submission to the FDA, the Sponsor of the IND application shall provide the IIS with single PDF document via email to IIS@pitt.edu.  
· For applications going to the Center for Drug Evaluation and Research (CDER), a pre-assigned IND number must be included.  Instructions for obtaining a pre-assigned IND number from CDER are as follows:
1. E-mail CDERAPPNUMREQUEST@fda.hhs.gov to make the request.
2. Include in the request the following information:

· Sponsor

· Sponsor Location – University of Pittsburgh, 3500 Fifth Ave. Suite 303, Pittsburgh, PA 15213
· Sponsor Representative: (Sponsor’s name here)

· Sponsor Representative Phone

· Drug Names

· Indication

· FDA Division

· Sponsorship: Research 
Requirements for completing Form FDA 1571 - Sponsor’s Form
· All initial sponsor-investigator IND applications and all subsequent submissions to a FDA-accepted IND application shall incorporate the address of the IIS as the address of the Sponsor on the accompanying FDA Form 1571.  This address will be noted in Field 3 and Field 21.

Academic Department of Sponsor-Investigator 
University of Pittsburgh 

Hieber Building, Suite 303 

3500 Fifth Avenue 

Pittsburgh, PA 15213

· Field 20 will include the IIS fax number 412-383-1576.

· Instructions for completing the FDA Form 1571 can be found at https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM182850.pdf
Requirements for completing Form FDA 1572 – Principal Investigator’s Form

· All initial sponsor-investigator IND applications must include a Form FDA 1572.

· Instructions for completing the FDA Form 1572 can be found at: 

https://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM223432.pdf
Requirements for completing the Form FDA 3674 
· Certification of Compliance Under 42 U.S.C. § 282(j)(5)(B), with Requirements for ClinicalTrials.gov Data Bank 
· This form is required to be submitted with all new IND applications and all new Clinical Protocols under an existing IND.  If the clinical trial being conducted does not meet requirements for registration to clinicaltrials.gov, check the appropriate box in Section 9.

· The instructions for completing this form can be found at:

https://www.fda.gov/downloads/aboutfda/reportsmanualsforms/forms/ucm354618.pdf
Requirements for Preparing Subsequent Submissions to IIS
· All subsequent submissions related to an FDA accepted IND applications shall be submitted to the FDA via IND and IDE Support (IIS).  
· The Sponsor of the IND application shall provide IIS with single PDF document via email to IIS@pitt.edu.  
· Please Note:  If the submission involves changes to a previously submitted clinical protocol, the submission should include a summary of the changes, the corresponding marked-up version of the clinical protocol and a clean version of the revised clinical protocol.
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