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IVDR 2017/746 (May, 26th 2022) – Harmonization

• European regulation 

– CE-IVD & In-house (IH)-IVD

– Industry & Health Institution 

• EU guidelines / interpretation documents – MDCG 

175 pages
• 10 chapters, 123 articles
• XVII Annexes

43 pages
• 23 Articles
• XII Annexes1998 - 2022

CE - IVDs

Date of application May 26th 2022

IH - IVDs

CE - IVDs

MDCG Guidelines 

MDCG 2022-15, 
MDCG 2022-22 rev1, 
MDCG 2022-9, … 

…
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Impact of IVDR

for CE-IVD’s and in-house-IVD’s



Initiatives taken by ESHG

1. Policy work

Initiatives ESHG took to help genetic diagnostic 
laboratories 



IVDR Task Force Activities

EU presidency Czech Republic – Prague  (Milan Macek – Els Dequeker)

Quite a challenge for new tests for “rare diseases” to preserve the 
final purpose of the regulation - Call for embedding an incubation 

period

EU presidency Belgium – Gent (Gert Matthijs / Els Dequeker)

Meeting with all the national  CAMD (competent authorities medical devices) and 
DG Sante 

“Challenges for in house – Orphan Diagnostics” 

EU presidency Spain - Bilboa (Milan Macek - EURORDIS)



Letter to DG Sante 



Commission proposes measures to improve

the availability of IVD
Brussel, 23 January 2024 



Initiatives taken by ESHG

1. Policy work

2. Informing & sharing knowledge

Initiatives ESHG took to help genetic diagnostic 
laboratories 



Participation is free of charge, registration is necessary !

High attendance > 300 persons

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

2022



Speakers
• Insight into the main elements of IVDR and initiatives ESHG took to help genetic diagnostic laboratories

Els Dequeker, University of Leuven, Liaison for the ESHG in the Task Force of IVDR Biomed Alliance
• Process for CE-marking of a genetic test 

Alex Laan, Head of the IVD Notified Body BSI The Netherlands
• Where can genetic diagnostic laboratories help industry and vice versa

Maurizio Suppo, Co-owner/VP QARAD

Panel discussion

With persons a laboratory, clinician, a diagnostic company,  a Notified Body and a consultant

Get2gether : IVDR is a challenge for all of us, the 

greatest challenge is keeping "orphan" diagnostics 

available 

ESHG, Glasgow

2023



(One-day) online webinar on EuroGentest

projects and IVDR

Needs to confirm – February – March 2025

2024-2025

the program for seeing topics for: 
• medical geneticists
• clinical geneticists 
• technicians 

and specific topics for IVDR



Initiatives by ESHG – EuroGentest

1. Policy work

2. Informing & sharing knowledge

3. Actions of the ESHG-EUGT Task Force

Initiatives ESHG took to help genetic diagnostic 
laboratories 



IVDR Task force – actions 

Action 1 Workgroup with national expert in IVDR 

Profile: 

- Persons with a scientific background and working in a genetic lab

- knowledge of relevant guidelines, norms and product-specific standards

- knowledge of a quality management system and ISO 15189: 2022

- person have (voluntary) time to invest for active participation 

Working group: regular meetings (1 month) with projects to help preparing information 

for the EU 

Action 2  



IVDR Task force – actions 

Action 2  

Launch survey to get picture 

- on the national implementation legislation of IVDR

- national working groups on IVDR

- cooperation per country with the competent authority

- try to get a picture of the situation in each country

-> Information useful for apply further political pressure if necessary and maintain 

harmonisation within Eu



Initiatives by ESHG – EuroGentest

1. Policy work

2. Informing & sharing knowledge

3. Actions of the ESHG-EUGT Task Force

4. Important deadlines 

Initiatives ESHG took to help genetic diagnostic 
laboratories 



CE-IVD 



In house IVD

May 2022 - Description of in house IVD and completion of Annex 1 with relevant 
documentation 

May 2024
- QMS is also adapted for in-house developed devices (see ISO 13485)
- register of IVDs in-house is available and you should follow the instructions of your 
local competent authority regarding reporting of these devices

May 2028 2030
- justification no equivalent IVD device on the market 
- state of the art of your in-house device



ESHG board and ESHG-EUGT IVDR Task Force are doing 
their utmost to take necessary actions 

but this takes time and a European law cannot and should not 
be ignored. 

There are sanctions attached to IVDR legislation so laboratories 
must take initiatives.
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