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Workshop Outline – Day 1Workshop Outline – Day 1
• 9:30-10:15:  Presidential Debate

• 3:45-5:15:  Who sees unblinded interim data?

• 5:15-6:15:  Dr. Henry Lee, forensic scientist

• 6:15-7:15:  Reception
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Workshop Outline – Day 2Workshop Outline – Day 2
• 8:30-10:00:  Regulatory

• 10:15-Noon:  Breakouts
– Crossover–2 sessions(10:15-11:05; 11:10-Noon)
– Intent is to maximize audience participation

• 1:00-1:50:  Plenary session (Drs. Berry & Grieve)

• 2:30-3:30:  Next Steps Panel
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Workshop GoalWorkshop Goal
1. Identify approaches and methodology which 

retain scientific integrity of study

2. Identify those that do not

3. Identify those that require case-by-case 
consideration by regulators

• Determine how to move issues in the gray 
zone (bucket #3) to #1 or #2
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TimeTime
• Session chairs:  

Please synchronize your watches:
It is now: ….8.3X am

• Very important: 
We need to stick to allotted time
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You’re killing me!
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You’re killing me!

1 minute to John Tesh!



16

Definition of “Adaptive Design”Definition of “Adaptive Design”
• A clinical study design that uses accumulating 

data to decide how to modify aspects of the 
study as it continues, without undermining the 
validity and integrity of the trial
– Definition is broad – not classified by statistical 

methodology or approach

– Traditional interim analysis where one may stop 
early to declare efficacy is a type of adaptive design
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Spectrum of BlindingSpectrum of Blinding
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