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AI Algorithms
into Certified Medical Devices

Transforming
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The idea of Evidencio

2013 2014 2017 2021 2024 2025 20302023
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The Evidencio platform
Bridging the gap between scientific output and clinical implementation

2013 2014 2017 2021 2024 2025 20302023
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Publication of the MDR and the IVDR
EU regulation 2017/745 & EU regulation 2017/746

Input

Intended purpose for the benefit of an individual patient => Medical Device 

Action on data

Statistical modelling

Logic based rules

Machine learning

Output

Prediction / Prognosis

Diagnosis

Decision support

    

Certification required! 

2013 2014 2017 2021 2024 2025 20302023
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Quality & information security management system certifications

2013 2014 2017 2021 2024 2025 20302023
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MDR certificate received for first 4 algorithms

2013 2014 2017 2021 2024 2025 20302023

2797
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Bridging the gap between scientific output and clinical implementation

2013 2014 2017 2021 2024 2025 20302023

- 18 MDR class IIa certified medical
device software products

- Platform with >8000 algorithms

- Most used algorithms are used
>100.000 per year

- Algorithms integrated with FHIR 
based API’s
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2013 2014 2017 2021 2024 2025 20302023

ISO-13485 
certification

ISO-27001 
certification

Setting up 
technical file

Assessment by
Notified Body

Algorithm 
integration

Post-market 
surveillance

Periodic
audits

Algorithm 
maintenance

DIY*

Evidencio - -

CE-certification: lead time & costs 
Evidencio’s legal manufacturer as a service benefits

ISO-13485 
certification

ISO-27001 
certification

Setting up 
technical file

Assessment by
Notified Body

Algorithm 
integration

Post-market 
surveillance

Periodic
audits

Algorithm 
maintenance

DIY*

Evidencio - -

*DIY = Do it yourself

DIY* 12 – 18 months > €200.000,-

Evidencio 6 – 9 months ± €100.000,-

Twice as fast

Half the costs
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Examples of software products provided by Evidencio

2013 2014 2017 2021 2024 2025 20302023

A

Class Confidence
A Ulcer 87.5%

Algorithms for imaging 
analysis

Clinical prediction models & 
medical calculators

60

I II III

pN0 pN1 pN2 pN3

No Yes

pT1 pT2 pT3

Age

Grade

Tumor stage

Nodal stage

Multifocality

5-year locoregional recurrence risk is: 2%
5-year risk of new primary tumor is: 4%

Guideline based decision trees 
to support medical decisions

and automatically create
patient specific reports. 

Recommendation: refer patient to 
tertiary center for diagnostic 

assessment
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Technical medical organisations collaborating as one team. 

2013 2014 2017 2021 2024 2025 20302023

Multi disciplinary team of ± 30 employees
located in Haaksbergen, the Netherlands
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Future perspectives, short term 

2013 2014 2017 2021 2024 2025 20302023

• Expanding existing markets for medical device software:
• FDA Approval
• IVDR certification
• Compliance with the AI act

• Expanding the number of products
• >40 software algorithms certified in 2025
• Developing the technical documentation of state-of-the-art algorithms

• Clinical implementation of certified algorithms
• Increasing the number of hospitals integrated with Evidencio
• Continuous improvement of existing software based on clinical needs.
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Future perspectives, long term 

2013 2014 2017 2021 2024 2025 20302023

The trusted partner for
CE-certified (AI) medical

software devices & 
decision support tools

Copyright Evidencio B.V. 2024. 
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Evidencio B.V.
Irenesingel 19

7481 GJ Haaksbergen
+31 53 85 19 508

www.evidencio.com

Dr. Tom Hueting - COO
tom@evidencio.com

http://www.evidencio.com/
mailto:tom@evidencio.com
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