Clarkson University Institutional Review Board

Research-Related Adverse Event Report
Instructions: The following report must be submitted to the IRB at irb@clarkson.edu, promptly after any adverse event or problem involving risk to research subjects, even if no permanent harm has been done. The problem may involve physical, psychological, economic or social risk or harm.
Principle investigator:

Project title:

IRB approval number:

Scheduled completion date:

Number of subjects already included in the study: Total: _____    Male: _____  Female: ______

Check the statement that most accurately describes this event:

 FORMCHECKBOX 
There was risk, but no harm done
 FORMCHECKBOX 
To one individual
 FORMCHECKBOX 
To multiple people
 FORMCHECKBOX 
A minimal amount of harm occurred
 FORMCHECKBOX 
To one individual
 FORMCHECKBOX 
To multiple people
 FORMCHECKBOX 
A moderate amount of harm occurred
 FORMCHECKBOX 
To one individual
 FORMCHECKBOX 
To multiple people
 FORMCHECKBOX 
A significant amount of harm occurred
 FORMCHECKBOX 
To one individual
 FORMCHECKBOX 
To multiple people
Describe the event:

[image: image1]
Was this event listed as a risk on the Informed Consent (IC) document?

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes: What was listed on the IC: 

Did the event occur during research activities taking place at Clarkson?

 FORMCHECKBOX 
Yes (internal event)
 FORMCHECKBOX 
No, it occurred at an unaffiliated site (external event). If so, where? 

Will the event require a change in research procedure or the Informed Consent (IC) process?

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes: Describe: 

[image: image2]
Proposed changes in procedure or IC must be submitted to the IRB for approval using the "Request for Research Project Modification" form.

Signature of PI: 
  Date: 
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