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Serious Adverse Event Notification
For all serious adverse events that are unexpected, related to the research and puts the subject or others at greater risk of harm OR involve a subject death, please complete form and return to the IRB Office within 24 hours of event or notification/discovery of event. 
Today’s Date:  ____________________

Patient ID: _____________________________
IRB Study #:  ______________________    
Study Name: ___________________________
Principal Investigator: __________________
Coordinator/Contact: ____________________
Date of Event:  ________________________

Type of Serious Adverse Event: 

 FORMCHECKBOX 
  Hospitalization (Emergency Department or admitted hospital stay)
 FORMCHECKBOX 
  Life Threatening
 FORMCHECKBOX 
  Disability or Permanent Damage


 FORMCHECKBOX 
  Congenital Anomaly/Birth Defect
 FORMCHECKBOX 
  Required Intervention to Prevent Permanent Impairment or Damage (Devices)

 FORMCHECKBOX 
  Death
 FORMCHECKBOX 
  Other (Important Medical Events):____________________________________________

Comments/Cause: 


Principal/Co-Investigator/Coordinator Signature 



Date










            

______
Please provide the IRB Office with additional information 

as quickly as it becomes available regarding this event.

Institutional Review Board


700 East University Ave, Suite W597


Des Moines, IA 50316


Email: � HYPERLINK "mailto:IRBSubmissions@unitypoint.org" �IRBSubmissions@unitypoint.org�


Phone: 515-263-5551


Fax: 515-263-5553
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