SERIOUS ADVERSE EVENT FORM


Date of Report:       
University of Minnesota

General Clinical Research Center


Subject Number:      







Subject Initials:      
Protocol Title:       
Name of PI:        
Protocol ID:       
IRB#:       

Investigational New Drug #:        (if applicable)

Investigational Device Exemption #:       (if applicable)

Sponsor’s Name:      
Complete a separate form for each protocol the subject was on at the time of the Serious Adverse Event (SAE)

1.
Date SAE occurred:
     

Type of report: 1 FORMCHECKBOX 
 initial
2 FORMCHECKBOX 
  follow-up

2.
Date Study Staff Received Notification:       
3.
Subject:
 FORMCHECKBOX 
 Male

 FORMCHECKBOX 
 Female
DOB:
     
4. Describe SAE:       
5.
Outcome of Experience:
 FORMCHECKBOX 
 Resolved
 FORMCHECKBOX 
 Continuing
 FORMCHECKBOX 
 Death



If continuing describe how subject will be followed:       


If death occurred was an autopsy performed:
   FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No




Cause of Death:     
6.
Serious Adverse Event was:
 FORMCHECKBOX 
 Expected*
 FORMCHECKBOX 
 Unexpected



*Expected = consistent with adverse events listed in consent form

7.
Severity Scale Used:

 FORMCHECKBOX 
 CTC v. 2.0
 FORMCHECKBOX 
 Other (describe):       


If CTC, Grade:  FORMCHECKBOX 
3
 FORMCHECKBOX 
4
 FORMCHECKBOX 
5




http://ctep.cancer.gov/reporting/index.html
8. In your judgement, was the serious adverse event caused by the research element associated with this protocol?

 FORMCHECKBOX 
 Definitely
 FORMCHECKBOX 
 Probably
 FORMCHECKBOX 
 Possibly
 FORMCHECKBOX 
 Unlikely
 FORMCHECKBOX 
 Unrelated


Related
Related
Related
Related

9. In your judgement, was the SAE attributable to a pre-existing medical condition?



 FORMCHECKBOX 
 no


 FORMCHECKBOX 
 yes, to protocol related medical condition  






 FORMCHECKBOX 
 yes, related to another pre-existing condition


If yes, describe:       
10.
Is this a blinded study?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



If yes, was the blind broken?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

11. Describe actions taken and include pertinent lab results for this SAE:       
12.
List any medications used in the treatment of this SAE:       
13. In your opinion, has the overall risk-benefit relationship of the research project changed in light of this SAE?



 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no
Explain:     
14. Does this SAE lead to modification of the protocol?



 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no
Explain:     
15. Does this SAE affect information contained in the consent form?



 FORMCHECKBOX 
 yes, revised consent form
 FORMCHECKBOX 
 attached
 FORMCHECKBOX 
 will accompany follow-up report



 FORMCHECKBOX 
 no, explain:      
16. Will currently enrolled subjects need to be notified of this event due to a change in their understanding of risk?



 FORMCHECKBOX 
 yes, describe method of notification:      



Attach correspondence, revised consent form, or other form of notification



 FORMCHECKBOX 
 no

17. Does the event cause a change in any stopping rule?



 FORMCHECKBOX 
  yes, explain:       


 FORMCHECKBOX 
 no

18. The following are attached (check all that apply)



 FORMCHECKBOX 
 regulatory forms
 FORMCHECKBOX 
 revised protocol
 FORMCHECKBOX 
 revised consent form

Attach copies of all correspondence to the IRB, FDA, NIH, or other regulatory offices as well as to the sponsor organization.










/
/

signature of principal investigator




date

printed named of PI

