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Month XX, 20XX

Food and Drug Administration
U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center (DCC) – WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

RE: IDE Final Report - IDE XXXXX, Serial Number 000X (denotes amendment sequence)
		
Dear Dr. [Division Director]:

We are submitting the accompanying final IDE closeout report for the above referenced IDE (IDE # and Sequence #) for the use of the DEVICE for SPECIFIC INDICATION.  This report summarizes the progress and results of our investigations during the time interval Date to Date.  

If you have any questions regarding this submission and future communications with my team, please contact me in addition to the following individuals –
Key Member of SI clinical team (e.g., coordinator, project manager) (Name, phone, email)
Key member of UTSW Regulatory Support Office   (Ganapathy [Raj] Varadarajan, 214-
648-4066, sisupport@utsouthwestern.edu).

Thank you for incorporating this Final Report into the respective IDE file. 

Sincerely,

Sponsor Name, MD
Title
Institution
Phone number
Email address

Accompanying Documents:   
IDE Final Report 20XX
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