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This presentation contains interpretations of the clinical evaluation 
requirements in the Medical Device Regulation* (MDR). 

References to the full MDR text are provided at the bottom of the slides.

*Regulation (EU) 2017/745
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MDR, annex XIV (2) 
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How to decide depth and extent?

MDR, annex XIV (2) 
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MDR, article 61(1)
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MDR, article 2(48)
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• Clinical investigations

• Scientific publications of clinical studies / clinical experience

 

• Post-market clinical-follow up / Post-market surveillance



Device / human body 
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Bench tests / Usability studies …

In exceptional cases, it is possible to CE-mark 

a device without access to clinical data

MDR, article 61(10)

Device-specific standards …



MDR, article 61(3)

MDR, annex XIV (1)
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MDR, annex XIV (1)
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• All clinical data are expected to be appraised:

 - scientific publications

 - clinical investigations

 - post-market data

• Quantitative vs Qualitative

• Scientific publications – systematic appraisal, 
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MDR, annex XIV (1)

Definition of 
scope

Identification 
of clinical 

data

Appraisal of 
clinical data

Analysis of 
clinical data

Required?

Adaptations 

possible?

Yes

Yes

Analysis



Device under evaluation

Clinical investigations

Vigilance

Customer complaints

Scientific literature

Benchmark devices

Scientific literature

Incident databases

State of the art

Scientific literature

Guidelines

Safety

Performance

Side-effects

Benefit-risk 

ratio
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Clinical evaluation All devices

Sufficient clinical 

evidence
All devices

Clinical data Most devices

Clinical investigation Many devices
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