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1. [bookmark: _Toc326926858][bookmark: _Toc371675567]This template must be used by all investigators who are carrying out a clinical trial of investigational medicinal product (CTIMP) sponsored by the University of Leicester.
2. [bookmark: _Toc326926859][bookmark: _Toc371675568]Text given in normal print is standard phrasing and should be included in the final report.
3. All advisory text is highlighted in blue italic print and should be deleted before finalising the document.  
4. [bookmark: _Toc326926860][bookmark: _Toc371675569]All example text is in blue italic print. This text may be altered or deleted as required.
5. All sections should be completed. No section of the DSUR should be left blank, nor should they be deleted. 
6. If a section is not applicable to the clinical trial (e.g., manufacturing issues, non-clinical data, and marketing status), or the information is not currently available this should be stated and explained where applicable (i.e., ‘not applicable and therefore will not be completed’ or ‘information unavailable to author’).
7. Investigators/Study teams completing this report must contact rgosponsor@le.ac.uk to check for information about other University of Leicester sponsored trials/studies that utilise the same IMP.
[bookmark: _Toc371675572]If you are using the same IMPs in 2 studies you should complete one DSUR. For trials involving multi-drug therapy (i.e., combinations of drugs that are not fixed), the MHRA must be contacted for advice on the most appropriate format for the DSUR.
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Delete if not applicable: This DSUR report contains unblinded clinical study adverse event data
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This section should provide a concise summary of the important information contained in the report.  Together with the title page, it can serve as a “stand-alone” document suitable for submission to ethics committees and other stakeholders, if required by national or regional laws or regulations. 
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Table 1 – Overview of Ongoing Studies [Study Drug]
	Study ID
	Phase
	Country
	Study Title
	Study design
	Dosing regimen
	Study Population
	FVFP†
	Planned enrolment
	Subject exposure‡

	
	
	
	
	
	
	
	
	
	


†FVFP = first patient first visit
‡ Based upon total numbers of patients recruited as of [date] and applied randomisation schemes.

Overview of Studies Completed During the DSUR period [Study drug]
	Study ID
	Phase
	Country
	Study Title
	Study design
	Dosing regimen
	Study Population
	Subject exposure per treatment arm (M/F)

	
	
	
	
	
	
	
	



Table 2 – Estimated Cumulative Participant Exposure
Estimates of cumulative participant exposure, based upon actual exposure data from completed clinical trials and the enrolment/randomisation schemes for ongoing trials.
	Treatment
	Number of Participants

	Drug
	

	Comparator
	

	Placebo
	



Table 3 – Cumulative Participant Exposure to Investigational Drug from Completed Clinical Trials by Age and Sex*
	
	Number of Participants

	Age range
	Male
	Female
	Total

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


* data from completed studies as of <date>

Table 4 - Cumulative Participant Exposure to Investigational Drug from Completed Trials by Racial Group*
	Ethnic Origin
	Number of Participants

	Caucasian
	

	Black
	

	Asian
	

	Other
	

	Unknown
	

	TOTAL
	


* data from completed studies as of <date>

Table 5 – Examples of Headings for Interval Line Listings of Serious Adverse Reactions
	Study ID /IRAS number
	Case ID/Subject number†
	Country Gender Age
	Serious Adverse Drug Reactions (SARs)
	Outcome
	Date of onset‡ / Time to onset‡
	Suspect drug
	Daily dose Route Formulation
	Dates of treatment / Treatment duration
	Comments

	
	
	
	
	
	
	
	
	
	


† Study/Centre/patient
‡ ‘Primary’ SAR only

Table 6 - Examples of Cumulative Tabulations of Serious Adverse Events 
Cumulative Summary Tabulation of Serious Adverse Events (SAEs) 
Please refer to Guidance on Development Safety Update Report (E2F) for this table. 
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