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Adverse Event Report

Instructions:  Complete this page and submit to the IRB Administrator (Mr.Kareem Coomansingh, Office of Research, Phone: 444-4175) promptly after event occurs/is brought to your attention. 

Person submitting this report: _________________________________   Date: _________
Circle whether you are:
PI
Faculty Advisor
Associate
Participant
Other

Principle Investigator: _____________________________________________________ 
Short Title of Project: ______________________________________________________ 

Adverse Event:  In the space below or an attached page, describe any adverse event that has occurred to you, your family, or any participant or associate involved with this research study. 
_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

Ethical Concerns: If any ethical concerns came to your attention about any part of the research, describe these, and how they were resolved (add an attached page, if needed).

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

Signature: __________________________________________  Date: __________________
If you are the PI, faculty advisor, or co-investigator:  Complete the following and add subsequent paragraphs, if needed. 

1. Describe the nature of the adverse event: 

2. How many subjects have participated to date? 
3. How many subjects more sought? 
4. Has any similar adverse event occurred in this study? 

If yes, describe: 
5. Has the study been discontinued due to the adverse event?

If yes, why?  
6. In your opinion, in what manner was the adverse effect related to the research study (check all that apply):  
· Unrelated

· Possibly related

· Definitely related

· Relationship is unknown

7. Describe how you propose to protect other participants from exposure to this harm. 
8. Describe the time frame in which you will/have implemented the plan and reported a final resolution of the event to the IRB. 
9. Describe how you propose to compensate the injured person and provide health or other care for harms incurred.  

(If preliminary information from your data leads to modification of the study design you must submit an Application for Review form and specify a request for modification of the protocol.)

IRB RESPONSE TO ADVERSE EVENT 
If further interviews and/or investigations were undertaken by the IRB, these are outlined on an attached page (documenting the date of, and persons involved in, each action undertaken as part of the investigation, and stating the outcome).  The IRB was informed of the event by the PI or other researcher in a timely fashion, and it has been resolved to the satisfaction of the IRB.  The study is approved to continue under the conditions outlined on attached page. 

IRB Chair or Designee: _____________________________________   Date: _____________

If the PI will not or has not complied, this form remains unsigned by an IRB Officer, and a report is submitted to the SGU Director of Research, the Dean of Basic and Allied Health Sciences, and a notification is forwarded to the Grenada Ministry of Health.
SGU IRB
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