[image: image1.png]UNIVERSITY OF
WEST GEORGIA






Adverse Events Form

The IRB requires the following information within 24 hours of the time at which the subject suffered injury or harm. All information requested below should complete.
Click on blue text to enter your response.

Date:    dd/mm/yyyy

Principal Investigator:   Last name, First name
☐ Faculty
☐Student 
 ☐Other:    UWG affiliation
PI email:   email address

Telephone:     xxx-xxx-xxxx
Title of Protocol:  Title of Research Project.


IRB #:   xx_xxxx
Department: Department
IRB approval expiration:   dd/mm/yyyy
Faculty Supervisor: Name
Grant Number:   number
Funding Agency: Name
Event Description:
Please give a detailed description of the event:
Click here to enter text.
Is this a serious adverse event?   ☐  Yes     ☐  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 immediate life-threatening event, report of overdose, or congenital anomaly/birth defect.
Is this an unanticipated adverse event?   ☐  Yes     ☐  No

An unanticipated event is any event that the nature, severity or frequency of which is not consistent with the current risk information described in the investigational plan, protocol, or consent form.

Who was present when the event occurred:
Click here to enter text.
Please check all that apply:


☐  Life threatening experience
☐  Psychological harm or injury occurred


☐  Required emergency treatment
☐  Social harm or injury occurred


☐  Required transport to hospital
☐  Economic harm occurred


☐  Required hospitalization
☐  Breach of confidentiality occurred


☐  Prolonged current hospitalization
☐  Risk of psychological, social, or


economic harm or injury increased

☐  Other

   

Describe actions taken immediately following the event:
Click here to enter text.
Based on your review of the information, what is the relationship of the event to the research?


☐  Definite, clearly related to the research


☐  Probably, likely related to the research


☐  Possible, may be related to the research

In your opinion, do you expect this event to occur again?

☐  Yes     ☐  No

Have other agencies or sponsors been notified of this event?   ☐  Yes     ☐  No

If yes, please list those agencies or sponsors:  Click here to enter text.
Change in Protocol/Consent Form
Are you planning to modify the protocol to address increased monitoring for this adverse event?
 ☐ Yes    ☐ No  
If yes, please submit a modification request for with the revised protocol. If the modification has not yet been written, please specify an approximate date it will be submitted.

Is the event adequately described in the Informed Consent form?
 ☐ Yes    ☐ No  
If no, does the event provide new information about the study’s risks that should be conveyed to participants, in a revised consent form?

 ☐ Yes    ☐ No 
If no, please explain why this event should not be included in the consent form:

Click here to enter text. 

Is it necessary to inform presently-enrolled subjects of the event?

 ☐  Yes     ☐ No

Signature of Principal Investigator

As principal investigator/researcher, I have reviewed the contents of this form, with attachments, and I certify that the information provided is complete and accurate to the best of my knowledge.

Principal Investigator Signature
Date 

(Electronic submission of this form by Principal Investigator indicates signature)

IRB/Research Compliance Use Only
☐ Accept/File
☐  Initiate investigation
☐  Refer to committee

☐  Notify other source (Legal, Institutional Official, Office of Research Integrity, Sponsor, etc.)

IRB Contact Name





Date

Final Disposition: ☐  File
☐  Release with corrections
☐  Cancel approval.

COMMENTS: 
Click here to enter text.
PI should complete this form and email to � HYPERLINK "mailto:irb@westga.edu" �irb@westga.edu�, or sign and return via email 


or campus mail to the Office or Research & Sponsored Operations - IRB, 332 Row Hall-west.
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