COVER LETTER FOR SUPPLEMENT
Resources/Instructions for determining which changes should be submitted as a Supplemental Application versus a Notice of IDE Change (i.e., 5-day notification.)
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-application#idemod
https://www.fda.gov/media/72429/download
Delete this cover page and instructions before finalizing.

Investigator-Sponsor’s Name

Academic Department of Investigator-Sponsor

University of Pittsburgh

Hieber Building, Suite 303
3500 Fifth Avenue

Pittsburgh, PA 15213
Date:
Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center

10903 New Hampshire Avenue

WO66-G609

Silver Spring, Maryland 20993

Please refer to your letter from the FDA acknowledging the receipt of your original IDE application to identify the specific FDA contact person, and mailing address, to whom the Supplemental IDE Application should be sent.  
Re: Supplemental IDE Application – IDE # Specify IDE number
Dear: (Specify FDA contact person)
Enclosed please find a required Supplemental IDE Application for IDE Number (Specify IDE number).  As the Sponsor of this IDE, I have determined that these proposed changes meet the criteria for a Supplemental application.
Please contact me at [insert phone number] or [insert e-mail] with any questions regarding this information.  Thank you for review and approval of this Supplemental IDE Application.  
Sincerely, 
___________________________
______________________________

Signature of Investigator-Sponsor

Printed Name of Investigator-Sponsor

___________________________
______________________________

Phone # of Investigator-Sponsor

Fax # of Investigator-Sponsor

Supplemental IDE Application

IDE Number: Specify IDE number

Device name: Specify the device name

Indication(s) for Device use: Specify the proposed indication(s) for use of the device




Date: 
Summary of Proposed Changes noted in the IDE Supplement

Describe the proposed changes noted in each section of the IDE application that was revised in the Supplement.
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