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Annual Reference Safety Information Document Review
                     *To be completed by the CI during the annual DSUR

	Trial Title:
	

	IRAS Number:
	

	DSUR Number:
	

	Reporting Period:
	

	List of Trial IMPs*:
	

	*A copy of the below document to be completed for each IMP listed above.

	What was the MHRA Approved Version(s) of the RSI used during the last safety reporting period (SmPC/IB). Which amendment were these approved in? What date was the amendment approved for use? What version of MedDRA was used during the last safety reporting period.
	

	What is now the latest available version of the RSI and what was the date of release? What is now the latest available version of MedDRA (should be used for the “Preferred Terms” for any safety events listed in the DSUR).
	

	Please list the changes within the latest version of the RSI in comparison to the latest MHRA approved version of the RSI (Note: Please see the following link for guidance on what changes constitute the requirement for a substantial or minor amendment regarding the changes: Clinical trials for medicines: modifying a clinical trial approval - GOV.UK)
	

	For each change listed above, please review each change stating whether these are major or minor changes to the RSI and whether they constitute a significant change to the Risk:Benefit to Participants. If not, please add justification for this decision.
	

	If there are no changes which significantly alter the Risk:Benefit to participants, please clarify whether the team intends to continue using the latest approved version of the RSI during the next Safety Reporting Period which will be clarified via a File Note and filed I the TMF (if there are significant changes, please insert N/A into this section)

(Note: If the date of last approved RSI is greater than 2-years old, the updated RSI will need to be submitted for approval by the MHRA via amendment, regardless of whether the changes do not constitute a significant change to the risk:benefit to participants).
	

	If there are changes which significantly alter the Risk:Benefit to participants, please confirm the latest version of the RSI will be submitted via a Substantial Amendment for approval by the MHRA for the next safety reporting period as soon as possible (if there were no significant changes, please insert N/A into this section)
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