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Carrick Institute 

Institutional Review Board
Adverse Event Reporting Form
Instructions:
In MS Word, highlight the shaded underlined box and replace with your text.  
Double-click checkboxes to select check/uncheck under default value.  

Provide signatures where appropriate.

Completed paperwork and informed consent should be submitted to 
Dr. Kurt Kuhn- Carrick Institute IRB chair at: mailto:CarrickIRB@gmail.com
Federal Regulations governing the protection of human research subjects require the IRB to follow written procedures for ensuring prompt reporting to the IRB of any unanticipated problems involving risks to human subjects or others.
Investigators are required to report adverse events that fit the following criteria no later than 10 days from the time the investigator becomes aware of them.  
The Event is UNANTICIPATED (An unanticipated event is any adverse experience where the nature, severity or frequency is not identified in the investigator brochure or described in the protocol.  Events which are already cited in the investigator brochure or protocol are not unanticipated and do not have to be reported to the IRB).

AND

The Event is POSSIBLY RELATED to the study design, procedures, or device.  If the adverse event is clearly not related to the study device, or procedures, it would not represent a risk to other subjects in the research and, therefore, does not have to be reported to the IRB.

Title of the Study:      
Principal Investigator Name:       
Subject ID:         

Subject Age:       

Gender:  Male  FORMCHECKBOX 
 Female  FORMCHECKBOX 

Please describe the adverse event, the treatment and the outcome:

     
The event is:             Resolved  FORMCHECKBOX 
 Unresolved  FORMCHECKBOX 

Pertinent Subject History:

     
Seriousness 

 FORMCHECKBOX 
 Death  

 FORMCHECKBOX 
 Life Threatening

 FORMCHECKBOX 
 Hospitalization (Initial or Prolonged)      
 FORMCHECKBOX 
 Disability/Incapacity

 FORMCHECKBOX 
 Other (Specify):       
Was there a Relationship between the adverse event and a device being studied? 

 FORMCHECKBOX 
 Possibly

 FORMCHECKBOX 
 Probably

 FORMCHECKBOX 
 Definitely Related

 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Not Related

Do you recommend changes to the protocol?          No  FORMCHECKBOX 
 Yes  FORMCHECKBOX 

If Yes, attach proposal.
Do you recommend changes to the consent form?  No  FORMCHECKBOX 
Yes  FORMCHECKBOX 
 
If Yes, attach proposal.

Signature of Principal Investigator




Date
