VA TENNESSEE VALLEY HEALTHCARE SYSTEM

APPLICATION FOR AMENDMENT

	PI Name:        

	Study Title/ID:       

	Date of Application:       

	RO Submission Number:                                                                        (IRB Office Action only)


1. Amendment requested by:       FORMCHECKBOX 
 PI
 FORMCHECKBOX 
 Sponsor (include a copy of correspondence from Sponsor)

2. Amendment involves:  

 FORMCHECKBOX 
  IRB Protocol Changes   FORMCHECKBOX 
  Informed Consent Document Changes    FORMCHECKBOX 
  Administrative Changes 

3. Check all documents that were revised as a result of this amendment:
 FORMCHECKBOX 
   Sponsor’s/Investigator’s Protocol             FORMCHECKBOX 
  Investigator drug brochure






 (Include sponsor’s summary)

 FORMCHECKBOX 
    FDA Form 1572


 FORMCHECKBOX 
  VA Investigational Drug Form
 FORMCHECKBOX 

IRB Application



 FORMCHECKBOX 
  Informed consent document(s)


(Underline all changes to the document)                    (Provide a clean copy of each modified document and a copy 

                                                                                       with the changes underlined)
 FORMCHECKBOX 

Other:       
3. Does the amendment change the potential benefits and/or risks to study participants?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
4. Indicate how new information will be communicated to currently enrolled participants, if applicable.     

     
5. Summarize the revisions in detail and provide all relevant supporting documentation.

     
	Signature of Investigator:      

	Date:      

	Telephone#/Pager Number:      

	Email Address:      

	Mailing Address:      
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