Detailed Data and Safety Monitoring Plan (DSMP) Checklist
	
IS ITEM, IF RELEVANT, IN DSMP?
	Included? Yes
	Included?
No

	 Trial Safety
	
	

	Potential risks and benefits for participants
	|_|
	|_|

	Adverse Event and Serious Adverse Event Collection and Reporting
	|_|
	|_|

	Protection Against Study Risks
	|_|
	|_|

	Protocol compliance/adherence
	|_|
	|_|

	 Interim Analysis
	
	

	Plans for interim analysis 
	|_|
	|_|

	Trial stopping rules 
	|_|
	|_|

	 Data and Safety Monitoring
	
	

	Investigators’ data and safety monitoring responsibilities
	|_|
	|_|

	Frequency of data and safety monitoring
	|_|
	|_|

	Content of data and safety monitoring report
	|_|
	|_|

	DSMB membership and affiliation
	|_|
	|_|

	Conflict of interest
	|_|
	|_|

	Protection of confidentiality
	|_|
	|_|

	DSMB/SO responsibilities
	|_|
	|_|
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