
CHECKLIST: Data and Safety Monitoring Plan
Instructions: Complete this checklist as you review the protocol.  Records and minutes must document protocol-specific findings justifying each of the determinations.
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Reviewer (Print Name) 



Reviewer’s Signature                               Date
	Does the DSMP describe the type of data or events that are to be monitored during the study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP  explain the frequency of assessments of data or events captured

by the monitoring provisions (e.g., at certain points in time or after enrollment of 

a certain number of subjects)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP identify the entity or person(s) responsible for monitoring the data collected, including data related to unanticipated problems and their respective roles in the research activities (i.e., PIs, research coordinators, statisticians, independent medical monitor, etc.)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP describe procedures for monitoring study progress including specifics of how monitoring the data and assuring safety of subjects will occur?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP explain procedures for minimizing research-related risk?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP identify procedures for analysis and interpretation of the data?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP describe the procedures and time frames for reporting unanticipated problems to the IRB (and other entities, if applicable)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP explain the definition/s of specific triggers or stopping rules that will dictate when some action is required and then describe what the range of possible actions will be?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP describe how data accuracy and protocol compliance will be assured?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Specify:     

	Does the DSMP describe the composition of the Data Safety Monitoring Board (DSMB)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
  N/A

	If No, Specify:     
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