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Northern California Health Care System

	Protocol Amendment

	· Complete this form when any changes are made to the research study.
· All sections of the application must be completed.  Do not leave any fields blank.  

· Handwritten and/or incomplete applications will be returned without IRB review.
· If this Amendment requests to change the consent, please provide the information required in item 3 below.
· If this Amendment requests to add research personnel, please provide the information required in item 6 below, for each person added.


	Today’s Date:
	     

	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	     

	Current expiration Date:
	     


PRINCIPAL INVESTIGATOR PREFERS APPROVAL NOTIFICATION DOCUMENT SENT BY:

 FORMCHECKBOX 
  VA NCHCS Inter-Office Mail     FORMCHECKBOX 
 United States Postal Service   
	Principal Investigator:
	     
	Contact Person

(if different from PI):
	     

	Phone:
	     
	Phone:
	     

	Pager or Cell Phone:
	     
	Pager or Cell Phone:
	     

	Email:
	     
	Email:
	     

	Fax:
	     
	Fax:
	     

	US Mailing Address:
	     
	US Mailing Address:
	     

	VANCHCS site and VA Inter-Office Mail Code:
	     
	VANCHCS site and VA Inter-Office Mail Code:
	     


1. Purpose and/or Reason for Amendment:  

     
2. Brief Description of Amendment:  

     
3. Does Amendment require consent form change? 

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


· If yes, provide original and 1 copy of the revised consent form with the changes underlined or highlighted.

4. Does Amendment affect the Risk to patient?   

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
 
· If yes, explain:       
5. Does Amendment affect the Benefit to patient?    

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· If yes, explain:       
6. Does Amendment request to add research personnel?

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· If yes,
1. Please contact Research Service at 916-843-7166 for VA specific requirements. 

2. All research personnel must complete the VA specific requirements before they can be added to a VA approved protocol.
3. Proof of completion of VA specific requirements must accompany this Amendment application. 

4. If the VA requirements are not met, the Amendment will be returned without IRB review.
7. Are other VA services affected?
  


 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

· If yes, please list and indicate if you have contacted them:       
____________________________________________

_____________________

PI Signature:







Date:
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