IND Application Information Amendment Template
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 Information Amendment should be sent.  
Date:  
Re: 
IND Information Amendment: Specify type of amendment (i.e. 
Chemistry/Microbiology; Pharmacology/Toxicology; or Clinical)


IND # Specify IND number                     
To Whom It May Concern:

Enclosed please find a completed Form FDA 1571 and an Information Amendment for IND Number ___________. 
Thank you for incorporating this Information Amendment into the respective IND file.

Sincerely, 
___________________________
______________________________

Signature of Investigator-Sponsor

Printed Name of Investigator-Sponsor

IND Information Amendment: Specify type of amendment (i.e. 
Chemistry/Microbiology; Pharmacology/Toxicology; or Clinical)

IND Number:  Specify IND Number

Date:  Specify date of submission

Nature and Purpose of Information Amendment

Provide a statement of the nature and purpose of the Information Amendment, including an organized submission of the respective data in a format appropriate for scientific review
Examples of information requiring the submission of an Information Amendment include new toxicology, chemistry, or other technical information, or a report on the discontinuance of a clinical investigation/protocol

Request for Comments (Include this section, as applicable)
If desired, state your request for the FDA’s comments on the Information Amendment, including any specific questions you would like the FDA to address.
