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	Purpose and Objective:



	To provide guidance to researchers regarding the reporting process when incidents occur that are related to research projects.



	SOP Text




	
	Responsibility
	Activity

	1. 
	Research Team/Principal Investigator
	An incident occurs during a research project. Examples of incidents occurring within research that would require reporting are drug errors, near misses, needle-stick injuries, verbal abuse from a research participant or family member towards a research team member.
If an incident directly affects the health or well-being of the research participant, refer to the adverse event reporting SOP 44 to ensure that the event should not be reported in a different way e.g. a drug error on a trial of a medicinal product may result in a Serious Adverse Event (SAE). There are additional reporting processes in these circumstances. See SOP 44.


	2. 
	Research Team/Principal Investigator
	Record all incidents on the relevant incident form.
For incidents occurring on BLT premises, complete the Trust electronic incident form.
http://bltintranet/A-Z/riskmanagementunit/incidentforms.aspx
For incidents occurring on QMUL premises, complete the QMUL incident form.

http://qm-web.safety.qmul.ac.uk/


	3. 
	Research Team/Principal Investigator
	Incidents that directly affect the health or well-being of research participant/s are recorded in the participants’ medical notes (where applicable) and also in the project file.
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