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Incident/Adverse Event Report Form
1. Principal Investigator Information

	First Name: 

     
	Middle Initial: 

     
	Last Name:

     

	Department:      

	Campus Phone:      

	Campus Address (Building and + Four):      

	E-mail:      


2. Co-Investigator (complete if PI is a student)  FORMCHECKBOX 
 FORMCHECKBOX 


 FORMCHECKBOX 
 NA

	Faculty Advisor’s Name:      

	Campus Phone:      

	Department:      

	E-mail:      


3. Project and Event Information.
A. Project Title:        
B. Project Number:        
C. Number of Subjects Enrolled To-Date:        
D. Date of Incident:        

Time of Incident:        
E. Place of Incident:        
F. Subject ID/Initials:        

Age:        

Gender:        
G. Witness(es) to the Event, if any:        
4. Description of Incident/Adverse Event. 


A.
Please provide a detailed description of the event.        
B.
Is this a serious adverse event?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No



(A serious adverse event is defined as any event that results in any of the following outcomes: 


death, a permanent or substantial disability, hospitalization (inpatient admission or overnight 


stay) or prolongation of hospitalization, an immediately life-threatening event, report of 



overdose, or congenital anomaly/birth defect.)


C.  Is this an unanticipated adverse event?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No



(An unanticipated event is any event that the nature, severity or frequency of which is not 



consistent with the current investigator brochure, or with the risk information described in 



the investigational plan, protocol or consent form.)
D. In your opinion, how is this incident related to the study intervention?   


 FORMCHECKBOX 

Directly related to the research 


 FORMCHECKBOX 

Indirectly related to the research 


 FORMCHECKBOX 

Not related to the research


E.
Does the subject have any preexisting medical conditions prior to participating in this research 


study?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No          If yes, describe:        

F.
Did the subject receive medical/professional treatment related to this event?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    



If yes, describe:        

G.
Does the subject require further medical/professional treatment?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    



If yes, describe:        

H.
Will the subject remain in the study?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No


I.
Is the event likely to recur?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
J. Provide a detailed description of the course of action/safeguards that will be implemented to 
ensure
it does not happen again (if applicable).        

K.
Have other agencies or sponsors been notified of this event?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    



If yes, please list those agencies or sponsors:        

L.
Has this same type of event occurred previously in this study?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No    



If yes, indicate the number of times:        
5. Change in Protocol/Consent Form. 

A.
Is the event adequately described in the protocol and consent form?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

B.
If no, does the event provide new information about the study's risks that should be conveyed to 


participants, in a revised consent form?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No     If no, please explain why this 


event should not be included in the consent form?        

C.
Is it necessary to inform presently-enrolled subjects of the event?    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Copies of any of the following that apply must be submitted with this completed form to the Human Subjects Office:

· The subject's signed Informed Consent Form.
· Screening/Medical Questionnaire Form that the subject completed.
· Physician’s Notes.
· If you responded “yes” to Question 5.B above, please complete modification request form, the revised consent form (with changes highlighted), and one clean copy of the consent form.  (Note:  No new subjects must be enrolled until the revised consent form is approved by the IRB.)
Principal Investigator/Researcher Assurance: 
As principal investigator/researcher, I hereby assure that the information I have provided on this form is correct and accurate, to the best of my knowledge. 
Principal Investigator’s Signature



Date
Institutional Review Board


612 Boyd GSRC


Athens, GA 30602-7411


Fax 706.542.3360


IRB@uga.edu
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