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IVD-regulation: laboratory perspectives 



Medical devices & In vitro diagnostics medical devices

MDD -> MDR IVDD -> IVDR
Software



Impact of the IVDR on key stakeholders 
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For the public/patients
• Safer devices and more transparency

For manufacturers/distributors
•  Obligation to generate sufficient evidence that product is safe and performing as intended 

•  Following up the safety and performance of the product when on the market (internal  

processes) 

•  More public/media scrutiny of public product information 

For notified bodies
•  Stricter requirements concerning expertise and processes, more oversight 

•  Some will go out of business -> ‘Traffic jam’ at Notified Bodies?

For health institutions
•  There will be stricter standards for the development of in-house tests

• Laboratories may be forced to use commercial IVDs instead of in-house developed tests

•  Regulation also applies to software (e.g. open source software that is used in 

bioinformaticpipelines) 



IVDR (5 April 2017)

43 pages

• 23 Articles

• XII Annexes

175 pages

• 10 chapters, 123 articles

• XVII Annexes

• European regulation, to be implemented in 

each EU country 'as such', not only for CE-IVDs 

but also for LDTs (IH-IVD)

• In addition to the regulation, there will be EU 

guidelines / interpretation documents

• There is a separate implementation law for 

each country, 

– With explanation who is competent 

authority, 

– Clarify their competence and national 

interpretation (where possible)

– Name of competent authority 



Competent authority (CA) (monitoring of LDTs / IH-IVD)

https://ec.europa.eu/health/medical-devices-sector/new-

regulations/contacts_en

Important to build good contacts with the national competent authority ! 



Which organisations are involved? 

1. Competent authority (CA) (monitoring of LDTs / IH-IVD)

2. Notified bodies (NB) for CE-IVD certification

3. EU Reference laboratories for IVDR (EU Joint Research 

Centres) always for Class D testing

4. IVDR Expert group for monitoring/recommendations of 

reports NB (EU call for experts)

5. EU commission (DG Grow and Sante - general supervision 

and coordination)



Organisations involved in the implementation of MDR/IVDR

Eg, EFLM, 

BioMed Alliance 

(EFLM, ESP, ESHG,

ESCMID, …) 

Guidelines and

interpretation

documents

BE - Competent authority



MDCG 





ESHG is a member of Biomed Alliance 

Activities with BioMed Alliance

• Reinforcing importance of IH-IVD and monitoring requirements of EU 
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• Mini Survey – open paper

• Feedback on MDCG guidelines

• Interaction with the European Commission (stakeholder)
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>80 – 90 % of the test are

- in-house IVD test with no CE-IVD 

alternative

- Or in-house IVD test with a CE-

IVD but not comparable

Hemasphere. 2022 May 20;6(6):e724

Impact of IVDR for Genetic testing labs 



Timeline



Participation is free of charge, registration is 

necessary !

Who should attend:

clinical Scientist, Lab Technicians, Lab 

Managers, Quality Managers, Lab Directors, 

Bioinformaticans

Program – 8 speakers & discussion sessions

• Introduction on IVDR

• Role of different organisation: EC, CA, NB, 

Reference labs, observers

• IH-IVD’s and hospital exemption

• MDCG guidelines and the guideline of in-house 

devices



ESHG / Eurogentest will set up a TF or 

working group
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• Call for persons already active nationally with IVDR in the 

genetic field 

• Which countries already have a national working group?

Send all information to:  Els.Dequeker@uzleuven.be


