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Current State
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• Correspondence via email or document repository
• Relevant study documents posted

• Protocol 
• DSMB/DMC Charter 
• SAP

• Meetings occur per Charter
• Quarterly, semiannually, etc. 
• Based on percentage enrolled

• Static table, figures, and listings in PDF or Word (RTF) format
• Communicate recommendations to study team based on findings



Results
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• Scope often too limited or too broad
• Limited review time
• DSMB/DMC members overwhelmed with material provided

• Reliance on DSMB/DMC statistician to provide high-level summary
• Biases review
• Statisticians are not experts in the indication

• What appears important statistically may not be clinically 
interesting and/or relevant

• DSMB/DMC member can become disengaged



DSMB/DMC Focus
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SUBJECT LEVEL INFO

• Disposition
• Demographics
• Baseline Characteristics
• Indication History and/or 

Characteristics

ADVERSE EVENTS

• Overall Summary
• Seriousness
• Severity 
• Relatedness

LABORATORY RESULTS

• Results over time
• Laboratory Abnormalities
• Grading
• Shifts

VITAL SIGN AND ECG RESULTS

• Results over time
• Marked Abnormalities
• Criteria based on specific    

values



Process Improvements
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• Access to data visualizations
• Dynamic reports
• Up-to-date data

• Improve DSMB/DMC engagement
• DSMB/DMC can explore visualization throughout the course of the study
• Not reliant upon static reports available only at pre-specified time intervals

• Allow members to focus on their area(s) of expertise/interest
• Tables, figures, and data listings in the same place



Subject Level Information
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High-level information easily accessible



Subject Level Information
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Demographics – descriptive statistics, bar charts (n %) and data listing in one place



Adverse Events
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Explorable – ability to manipulate reports and focus on specific SOCs/PTs and subjects experiencing them



Laboratory Results

9

Explorable – identify tests and/or subjects of interest



Laboratory Results
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Explorable – focus on specific test(s) and/or subject(s)



Vital Sign and ECG Results
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Explorable – identify outliers of potential interest



Vital Sign and ECG Results
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Explorable – identify outliers of potential interest



Results
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• More robust data review prior to (and during) meeting
• Up-to-date data
• Members are actively engaged identifying potential safety issues

• Members who are more familiar with the data
• Ask questions
• Identify items to discuss during the meeting

• More confident in recommendations
• Members
• Sponsor 
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