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   Northern California Health Care System

	SERIOUS ADVERSE EVENT (SAE) REPORT

	· Complete this form when any Local SAE’s are reported on this 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.


	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:
	     


Safety Report Number:       
Safety Report Date:        

Number Subjects Exposed Worldwide:          

Document(s) attached to this form, describe Safety Report(s) for this study.  These include Copies of the Safety Report(s), a Revised Consent Form (if required), and Other Pertinent Forms.

The Adverse Event Term is:      
1. The Adverse Event is Research Related:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No







2. The Adverse Event is Unexpected (i.e., not presently described in protocol or consent form) 
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No
3. The Adverse Event Occurred to a VANCHCS Patient:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

4. The Adverse Event Occurred with this Study Protocol at another site:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

5. The Adverse Event Occurred with a Different Study Protocol using the Same Drug/Device:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No     FORMCHECKBOX 
  N/A

6. This VANCHCS Research Study is Currently Open:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

7. This VANCHCS Research Study has Current Patients Enrolled:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

8. The Adverse Event Requires a Change in the Consent Form:

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

· If “Yes”, attach the Original and Revised Copies of the Consent Form and underline the changed section.

9. This Adverse Event Requires Additional Monitoring of Currently Enrolled Patients:
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

In the opinion of the Principal Investigator, this Adverse Event does not expose research subjects to unreasonable risk; therefore, this research study should remain open.  

__________________________________________

_______________

Signature of Principal Investigator  


           Date
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