Protocol Amendment New Investigator
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 Investigator
Dear Division Director:

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

1. Form FDA 1571 

2. Form FDA 1572 
3. Investigator CV

4. Redlined Protocol listing the new investigator

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

Sincerely, 
___________________________
______________________________

Signature of Sponsor


Printed Name of Sponsor

IND Protocol Amendment: New Investigator(s) Instructions
A new investigator would encompass the addition of a new site on a multi-center trial, thus resulting in a new Principal Investigator (PI) on the trial.  A new investigator also encompasses the change of PI at an existing clinical trial site.  In either of these situations, an updated FDA form 1572 and CV (or NIH Biosketch, if available) for the investigator would be submitted along with FDA Form 1571 and, if applicable, a revised protocol with the new PI name on the front cover.
Changes in sub-investigators do not need to be prospectively reported to the FDA.  Sub-investigator updates can be made at the time of the next Annual Report.  Sub-investigator CVs and other regulatory related documents should be filed in the local regulatory records.

