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The Bottom Line 
• Talk to your DMC 

– Openly 

– Up-front 

– Often 

• Useful exercise 

– Ask yourself what you would want to know to 
ensure the protection of participants 

• Safety 

• Success 









Some Specifics To Consider 

• Study Success 

– Eligibility Status by Enrollment 

– Randomized vs Target 

– Gender, Race, Baseline Characteristics 

– Withdrawals, Cross-overs, Protocol Violations, 
Completed Visits, Unblinding 

– Data completeness 

– Protocol fidelity 

 



Some Specifics To Consider 
• Safety 

– Serious Adverse Events 
• How specific? 

– Unanticipated Problems 
• “The phrase ‘unanticipated problems involving risks to subjects or 

others’ is found but not defined in the HHS regulations at 45 CFR 
part 46.” But, includes all of the below: 
– unexpected given (a) the research procedures that are described in the 

protocol-related documents, such as the IRB-approved research protocol 
and informed consent document; and (b) the characteristics of the 
subject population being studied; 

– related or possibly related to participation in the research; and 
– suggests that the research places subjects or others at a greater risk of 

harm than was previously known or recognized. 

– DMC-Focused Events 

 https://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-
unanticipated-problems/  
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