
Clinical Evaluation
What does it take to bring your 

innovation to market under MDR?





e.g. Addressable 
market, Competition, 

GTM

e.g. Reimbursement 
codes, local SoC

e.g. Specific requirements

e.g. Risk-analysis, QMS/ 
supplier management

e.g. Classification, 
regulatory pathway

e.g. Study requirements, 
Clinical Dev. Plan



MD Squared - Expert Insight 

Make the intended use as broad as 
possible & the indication for use 

specific





▪

Clinical Evaluation & Clinical Investigation
Art. 61 & 62ff. – Annex XIV and XV



Clinical Evaluation & Clinical Investigation
Art. 61 & 62ff – Annex XIV and XV



Clinical Investigation
Art. 62 – 81 - Annex XV

Clinical Data from a Clinical Investigation for the device needs to be provided unless

• Substantial equivalence (Technical, Biological and Clinical) with an already marketed device
can be demonstrated for which adequate clinical data is available.
• The manufacturer has access to this data and its continuous updates.

• For implantable and Class III devices (with some exemptions) a Clinical Investigation is 
mandatory unless adequate data is available on an earlier not significantly modified (i.e. 

substantial equivalent) version of the device. 



Clinical Evaluation & Clinical Investigation
Art. 61 & 62ff – Annex XIV and XV





▪

▪

▪

“If we can’t avoid a clinical 
study before CE, let’s 

make it 30 patients... That 
should be sufficient”



Clinical data - Claim substantiation  

*acceptable clinical threshold for regulatory

type of (clinical) data costs strength time

anecdotal (KOL) statement $

survey data, case report $$

bench test, simulations, pilot study $$

cohort study/ observational study $$$

comparative study (RCT), meta analysis $$$$

multi-center RCT $$$$$

post-market clinical follow-up $$$

post-market real world data $$



Clinical data – Level of evidence 

Assured Validity
 
Post Market Data

(Post-Market Clinical 
Follow Up – PMCF)

Feasibility

Clincal 
Gap
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