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Drugs vs Devices vs Behavioral
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Drugs Devices Behavioral

Preclinical • Mechanism & target 
engagement

• Safety

• Engineering & 
materials

• Animal studies

• Not applicable?

Early Clinical • Mechanism & target 
engagement

• Mechanistic efficacy 
(e.g., “phase II 
endpoint”

• Safety (common)
• Dose finding

• Device refinement
(e.g., software 
version)

• Standardization of 
technical/clinical 
use

• “Knobology” & 
adjustable settings

• Qualitative methods
• Standardization of 

intervention
• “Fixed” vs tailored 

treatments
• Development of 

outcome measures
• Mixed methods

Confirmatory • Clinical efficacy
• Safety (rare)
• Large N
• Subgroup

challenges

• Device effect
• Device AEs
• Small/moderate N

• Patient factors
• Provider factors & 

generalizability
• Moderate N
• Mixed methods

Key Tasks and 
Considerations

• Dose finding
• Placebo vs active 

controls

• Device settings & 
versions

• Sham procedures

• Balancing intensity 
of arms

• Standardization


