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This form is to be used by the Chief Investigator (CI) to record any adverse event encountered during the conduct of a research study involving human subjects or their tissues (relevant material regulated by the Human Tissue Act). It must be completed in conjunction with the appropriate guidance and Standard Operating Procedure ( )

Note:
where the adverse event has resulted in injury or exposure to physical harm to any individual, the University’s accident report form (AR1) must also be completed and returned to Health & Safety Services.
A copy of both forms must be forwarded to the Research Governance section and also kept by the CI in the project file for the duration of the retention of all study data.



General implications (where appropriate):





Immediate action taken:








RA1 also completed:			Yes			No	





Further action required:











Signed:						Date:


 	(Chief Investigator)	





Form received by Research Governance and details recorded/reported as required.








Signed:						Date: 


	(Research Governance)


	 








All required action completed.








Signed:						Date:


	(Chief Investigator)





Signed:						Date:


	(Research Governance)





Name of CI:





Title of Study:





HTA Regulated study:			Yes			No





UUREC Number (or equivalent):





Description of event:





Implications for the study: 











