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Form 55.002B: DSUR Investigator Checklist
	Study Information

	Trial short name:
	

	Trial EudraCT No/

Protocol ID:
	

	Date of report:
	

	CI:
	


Guidance for the completion of the DSUR can be found at:

http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/development-safety-update-report.html 

http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/Safetyreporting-SUSARsandASRs/#l9
	DSUR Section
	Details of actions required
<amend as appropriate>

	Title page
	Review 

	Executive Summary
	Review ( in final draft)

	1.  Introduction
	Review 

	2.  Worldwide Marketing Approval Status 
	Review 

	3.  Actions Taken in the Reporting Period for Safety Reasons
	Review 

	4. Changes to Reference Safety Information 
	Review 

	5. Inventory of Clinical Trials Ongoing and Completed during the Reporting Period 
	NA

	6.  Estimated Cumulative Exposure 
	 Review 

	7.  Data in Line Listings and Summary Tabulations 
	Review 

	8. Significant Findings from Clinical Trials during the Reporting Period 
	NA

	9. 
Safety Findings from Non-interventional Studies
	Review 

	10. 
Other Clinical Trial/Study Safety Information 
	Review 

	11. 
Safety Findings from Marketing Experience 
	NA

	12. 
Non-clinical Data 


	Review 

	13.    Literature
	Complete section  If any abstracts, please add as Appendix 7

	14. 
Other DSURs 
	NA

	15. 
Lack of Efficacy 
	Review/Complete

	16. 
Region-Specific Information 
	NA

	17. 
Late-Breaking Information 
	Review/Complete

	18. 
Overall Safety Assessment 
	Review/Complete

	19. 
Summary of Important Risks 
	Review/Complete

	20. 
Conclusions 
	Complete section

	Appendices
	Review  
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