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Why care about Medical Devices?

• Clinical trials in medical devices exhibit several distinct 

features.

• This presentation focuses on Medical Device specifics:

a. Regulations and regulatory context

b. Trial design and statistical analysis
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Regulatory context

• U.S.A.   510(k) 

• E.U.:   MDR/MDCG

Separate authority units 

→ specialized clinical research strategies, 

→ trial design, 

→ leverage of external data sources (mechanical).
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Region Agency Regulations

U.S.A FDA CDRH 21 CFR 807, 510(k)

E.U. Notified Bodies MDR, MDCG
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Challenges

• Multiplicity: multiple devices at the same time:

– Multiple study devices

– Combinations of study devices with non-study devices

• Frequently placed independently at various times 

• Procedure (surgical techniques) and device position in the 
participant’s body make up for a substantial number of 

     additional covariates for which adjustments are desired
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Medical devices estimands

Extremely diverse endpoints

– survival analysis

– Receiver Operator Characteristics

– composite endpoints

In total, the characteristics of Medical Devices require 
dedicated statistical concepts and approaches.
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Get involved!

• Special Interest Group Medical Devices 

– guidance and recommendations to Biostatisticians

• All suggestions for collaboration are highly appreciated.

• Volunteers are invited to join. 
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