AF 01-19 
Form for Reporting Seriously Untoward Events 
Title of the research project………………………………………………………………………………………..………....…….
[bookmark: _GoBack]……………………………………………………………………………………………………………………………………….......……..…Number of the research project……………………………….…………
Name of the principal researcher……………………………….…..........
Address/Institute…………………………………………………………………………………………………...…………………….
Summary of the seriously untoward events that happened
……………………………………………………………………………….………………………………………………………...….…………………………………………………………………………………….……………………………………………………….…...………………………………………………………………………………….……………………………………………………………..…..……………………………………………………………………………….…………………………………………………………….….…..………………………………………………………………………….………………………………………………………………………....…………………………………………………………………………………………………………………………………………………....…………
Assessment of the events/problems
1. Level of seriousness    (in numbers) …....…. participants died.
 (in numbers)  …....…. participants were slightly injured/…..........…. were seriously injured.
 Other (please specify ……....….…....….…....…............................................................…....….....)
2. Were those events specified in the documents providing information for the research sampling population/participants?
 Yes, they are.	 No, they are not.
3. Were the events related to the research procedure?
 Yes, they are.	 No, they are not.
4.  Had those events happened before or have they happened for the first time?
      Have happened before	 Happened for the first time.
The principal researcher’s opinion about the solutions to the problems
………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………
Notifying the research participants
	 Other research participants have already been notified.
	 Other research participants have not yet been notified.
The researcher’s suggestions about the adjustment/ change of the research procedure/ research termination/other
Request for adjusting/changing the research procedure as follows:
………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………..…………


AF 01-19

Request for research termination from Date/Month/Year…………………………………….onwards.
Other (please specify)………………………………………………………………………………………………...............……..
	           Reporter’s signature …………………………………………..............
							         (………………………………………………….)
							                  …………../….....……./….....…….
               Signature of the Secretary of the Sub-Committee…………………………………………..............
							          (………………………………………………….)
							                 …………../….....……./….....…….


