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IDE Number:  Specify IND Number 
Date of Submission:  XX (month) XX (date) XXXX (year) 
 
 
IDE Amendment 
(IDE Amendments include any response to the FDA request for more information)

Specify type of amendment (if applicable)
 
· Response to Disapproval
· Response to Approval with Conditions
· Response to Refuse to Accept
· Response to Report Deficient
· Voluntary Withdrawal by Sponsor
[bookmark: annual-reports] 
Nature and Purpose of Amendment 
 
Provide a statement of the nature and purpose of the  Amendment, including an organized submission tailored to the FDA request in a format appropriate for scientific review 
  
 
Request for Comments (This section is optional) 
 
If desired, state your request for the FDA’s comments on the IDE Amendment, including any specific questions you would like the Agency to address. 
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