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	Protocol #:      
ORSP #:      
Sponsor Tracking #:      


Institutional Review Board 
Adverse Event Reporting Form
Directions: Submit this completed Adverse Event Reporting Form with original signature(s) along with any additional supporting information.    

Submit to: Office of Research Compliance, 560 N. 16th Street, Room 102, Milwaukee, WI  53233
Phone: 414-288-7570  
Fax: 414-288-6281 
Web site: http://www.mu.edu/researchcompliance
Principal Investigator:      
Department:      
Phone:      
E-mail:      
Project Title:      
Date of Adverse Event:      
PI Certification

I certify that the adverse event information provided is accurate to the best of my knowledge. 

_______________________________________________________________________

Signature of Principal Investigator             
Printed Name                           Date

FOR STUDENTS, a MU faculty supervisor’s signature is required.

_______________________________________________________________________

Signature of Faculty Supervisor              
Printed Name


Department

1. PROTOCOL LOCATION(S)

Study is:

 FORMCHECKBOX 
 Conducted at Marquette only

 FORMCHECKBOX 
 Conducted at the following sites (list all sites involved in protocol):

2. ADVERSE EVENT LOCATION

Did the Adverse Event occur on Marquette University’s campus?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No, the site where the event took place is:

3. SERIOUSNESS

Indicate seriousness of the event:

 FORMCHECKBOX 
 Non-Serious

 FORMCHECKBOX 
 Serious/Not Life Threatening

 FORMCHECKBOX 
 Serious/Life Threatening

 FORMCHECKBOX 
 Fatal

4. REQUIRED CARE 

Did the event require a visit to:

 FORMCHECKBOX 
 Physician

 FORMCHECKBOX 
 Clinic

 FORMCHECKBOX 
 Emergency Room

 FORMCHECKBOX 
 No additional care sought

 FORMCHECKBOX 
 Other:

5. EVENT SUMMARY

Attach a detailed summary describing the circumstances of the event.  Include responses given by subject and investigator.  If relevant, include procedures taken to prevent similar incidents.  Also, indicate all persons notified (e.g. Public Safety, Primary Investigator).

6. EVENT CAUSE

Was the event caused by the therapy or procedures associated with this protocol?


 FORMCHECKBOX 
 Not related

 FORMCHECKBOX 
 Unlikely

 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
 Probably

 FORMCHECKBOX 
 Definitely

7. CONSENT FORM

Is the risk of this adverse event contained in the consent form?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Should the consent form or any portion of the study be revised as a result of this event?

 FORMCHECKBOX 
 Yes.  A Protocol Amendment Form will be submitted to the Office of Research Compliance within 10 days of receiving this Adverse Event Reporting Form.  If an amendment is not received within 10 days, I understand that my protocol may be suspended.

 FORMCHECKBOX 
 No.  Although the event was possibly, probably or definitely caused by the study and the risk is not identified in the consent form, I do not wish to amend my protocol for the following reasons (use additional pages if needed): 

8. NOTIFICATION

Will currently enrolled individuals be notified of this event?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If No, why not?
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