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How it al started…

In daily clinical pratice, a tangle of decision support tools was/is used, 
sometimes even with conflicting results. 



Steep increase in prediction algorithms 

The current focus is on developing new clinical prediction algorithms 
rather than implementing those already existing. 

Damen JA, et al. BMJ 2016;353:i2416 

Lack of: 

- Validation 
- Standardization
- Scalability
- Integration
- MDR compliance



Medical device regulation (MDR) 

Clinical algorithms must be CE-certified prioir to general use

CE-certification is often considered challenging:

                   Complex regulation 

         Labour-intensive 

  

Long waitinglists

Expensive 



Alternative for CE-certification for local application

‘In-house development’ 

• Only use within own institution is permitted

• No CE-certified alternative available on the market

• Extensive evaluation/technical file still required! 



CE certificationAlgorithm development

Algorithm validation Algorithm integration

1

2

3

4



Standardized algorithm creation

Evidencio offers tools for researchers to create functional prediction 
algorithms in a standardized manner. 
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Evidencio’s web-based validation module allows for high-throughput 
assessment of prediction algorithm performance.

ROC curve Calibration plot

Histogram Decision curve analysis

External validation of algorithms2



Evidencio enables cost-effective and time-efficient 

CE-certification of (pooled) prediction algorithms through:

- Standardization

- Established QMS

- Reuse of platform components

3 Compliance with European law



CE-certification of clinical algorithms



System X1 System X2 System X3

API-based integration of CE-marked algorithms in multiple hospitals.

Algorithm integration in EHR systems4



Efficiency & cost reduction through standardization
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DIY = Do it yourself



Take home messages: what to consider?

Ask yourself the question if: 

• … your algorithm qualifies as a medical device (MDR) 

• … your algorithm will be applied outside your institution (CE needed?)  

• … additional studies are needed to back up your medical claims

• … you are comfortable with being legally liable in case of unexpected outcomes

Other considerations:

• Choose your intended use/medical claims wisely

• Think about ways how to distribute and implement your algorithm

• Save time and money by using a standardized approach



More info? Please send an e-mail to rgp@evidencio.com or visit www.evidencio.com 

Creating a standardized algorithm ecosystem

mailto:rgp@evidencio.com
http://www.evidencio.com/
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Examples: when to comply to the MDR? 
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