Protocol Amendment New Protocol
Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

University of Pittsburgh

Hieber Building, Suite 401
3500 Fifth Avenue

Pittsburgh, PA 15213
Please refer to your letter from the FDA acknowledging the receipt of your IND application to identify the specific FDA contact person, and mailing address, to whom the IND Protocol Amendment should be sent.  
Date:  
Re: 
IND Specify IND number Protocol Amendment: New Protocol
Dear Division Director:

Enclosed please find the following for a Protocol Amendment, New Protocol.

1. Form FDA 1571

2. Form FDA 1572

3. Investigator CV

4. Form FDA 3674 

5. Description of significant differences between new and previously submitted protocol(s)
6. New Protocol

Thank you for incorporating this Protocol Amendment into the respective IND file.

Sincerely, 
___________________________
______________________________

Signature of Investigator-Sponsor

Printed Name of Investigator-Sponsor

IND Protocol Amendment: New Protocol Instructions
Significant Differences Between New and Previously Submitted Protocol(s)
Provide a brief description of the most clinically significant differences between the new protocol (which must be provided to the FDA as part of this submission) and previously submitted protocols
Provide a reference, if necessary, to specific technical information in the IND or in a concurrently submitted Information Amendment to the IND that the investigator-sponsor relies on to support any clinically significant change(s) in the new protocol. If the reference is made to supporting information already in the IND, the investigator-sponsor shall identify by name, reference number, volume, and page number the location of the information
Request for Comments (Include this section, as applicable)
If desired, state your request for the FDA’s comments on the new protocol submission, including any specific questions you would like the FDA to address.
