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                                                              HR5: Unexpected Adverse Events Report

HUMAN RESEARCH ETHICS COMMITTEE

UNEXPECTED/ADVERSE EVENTS REPORT
If you wish to report any unexpected adverse event which has occurred during your research you will need to complete this form and submit to the Chair of relevant Human Research Ethics Committee 

What do we mean by Unexpected Event? : Any unexpected event or outcome experienced by any participants (subjects or researchers), which exceeds the risk participants were informed of prior to consent or during debriefing. 

	SECTION A:    GENERAL INFORMATION

	1) Research Ethics Reference Number:
	

	2) Title of study:
	

	3) Name (s) of Principal Investigator/ Applicant:
	

	4) Name of UCD Supervisor (if applicable)

	

	5) UCD School/Department:
	

	6) Date UCD Ethics Approval Granted:
	

	7) Date of Study Completion 
	

	8) Academic Qualification Granted/to be granted (if applicable)
	

	9) Have you requested any amendments or extensions from UCD HREC?
	Yes    FORMCHECKBOX 
                       No     FORMCHECKBOX 

If yes please provide details below

	a)
	Please confirm how many amendments and extensions you requested 
	


	SECTION B:  UNEXPECTED EVENTS

	1)
	Were there any unexpected events during your study?  Please provide details.

	
	

	2)
	In light of the Unexpected Events listed above do you wish to amend your approved study?


	Yes    FORMCHECKBOX 
                       No     FORMCHECKBOX 

If yes please provide details below

	
	

	
	Please note that you may be requested to complete and submit an Amendment Form or Extension Form (HR3/HR4) 

	3)
	Any Other Comments?

	
	


	SECTION C:  SIGNATURES (DIGITAL FORMAT ONLY)

	Signature of Applicant/PI

               

  
	
	Date

	Signature of Supervisor
(if applicable)


	
	Date

	Signature of Head of School (or designate)
	
	Date


Please ensure that you submit this signed Report as a pdf and by email only to hrec@ucd.ie 
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