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 IVDR law 

 Revision of the nomenclature 

 Nomenclature code for a medical 

consultation in clinical genetics 

 Quality law  

 



 Letter to Frank Vandenbroucke on 18/05/2021 
 (Sciensano, European Federation of Laboratory Medicine, 

Royal Belgian Society of Laboratory Medicine, Association of 

trainees in Clinical Biology, Belgian Society of Pathology, 

College Genetics and Rare Diseases, Belgian Society of Human 

Genetics, Professional Organization for Clinical Geneticists) 

 

 Règlement 2022/112 du Parlement européen et du 

Conseil modifiant le règlement (UE) 2017/746 en ce qui 

concerne les dispositions transitoires relatives à 

certains dispositifs médicaux de diagnostic in vitro 

(IVD) et l'application différée des conditions en matière 

de dispositifs fabriqués et utilisés en interne . 

 

 Verordening 2022/112 van het Europees Parlement en 

de Raad tot wijziging van Verordening (EU) 2017/746 

wat betreft overgangsbepalingen voor bepaalde 

medische hulpmiddelen voor in-vitrodiagnostiek (IVD) 

en de uitgestelde toepassing van bepaalde voorwaarden 

voor intern  vervaardigde hulpmiddelen. 

Legal advises, dialogue with the political authorities 

 IVDR law: In Vitro Diagnostic Medical Devices Regulation 
 



 IVDR law: In Vitro Diagnostic Medical Devices Regulation 
 

 26.05.2022:  entry into force of the law and AFMPS controls for Annexe I 

(general safety and performance requirements) 

 

 Goal : 
 

 - Some legal requirements are reported to 26.05.2024: 

 IVD-in house (quality, accreditation, recognition) : IVDR art.5.5.c 
 

- CE-IVD  on-going certificate is available until 26.05.2025 
 

- Some justifications are reported to 26.05.2028 

 IVD-in house (better than commercial alternative) 
 

26.05.2022 
26.05.2024 

26.05.2025 

26.05.2028 

Legal advises, dialogue with the political authorities 



Legal advises, dialogue with the political authorities 

 Revision of the nomenclature (RIZIV/INAMI)  
 

 Phase 1 :  

 3 sectors:  

- Medical-surgical technical acts (ATMC), coordinated by ULB 

- Automated and assimilated medical-technical acts (AMTAA), 

coordinated by Möbius team: codes revision 

- Consultations and similar acts (ACA), coordinated by UGent 

team.restructurer et adapter le libellé des prestations (Actes 

médico-techniques automatisés et assimilés ) 
 

 Phase 2: 

 2.1:  value scale of the professional/intellectual part according to 

different indicators 

 2.2: evaluation of the operating costs in connection with the services 

in order to isolate, within the nomenclature, the services from the 

professional part. 
 

https://www.inami.fgov.be/fr/nomenclature/reforme-nomenclature/Pages/default.aspx 

https://www.inami.fgov.be/fr/nomenclature/reforme-nomenclature/Pages/default.aspx
https://www.inami.fgov.be/fr/nomenclature/reforme-nomenclature/Pages/default.aspx
https://www.inami.fgov.be/fr/nomenclature/reforme-nomenclature/Pages/default.aspx
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Legal advises, dialogue with the political authorities 

 Code for the medical consultation in clinical genetics 
 
 AR 17/12/2021: 

 Nomenclature code (106455): N8 = 22,24 €  

 Nomenclature code with accreditation(106470): N8+Q30 = 27,25 € 

 

 14.01.2022: Letter to RIZIV/INAMI   

 

 10.02.2022: Meeting with RIZIV/INAMI (joint action College + Professional 

Union) 
 Strategic reflexion (workshop 20.04.2022) 

 

 17.06.2022: 
 Letter to Health Minister, RIZIV/INAMI director, TGR/CTM president 

 

 Action in progress: 
 Article in “Le Journal du Médecin/Artsenkrant”, in collaboration with the young 

and future geneticists 

 

 Should also be part of the discussion about the revision of the nomenclature 

(Phase 1 about Consultation and similar acts (ACA), on going, coordinated by 

Ugent) 

 







Legal advises, dialogue with the political authorities 

 

 Loi qualité/kwaliteitswet  
22.04.2019, in application since 01.01.2022 

 

1. Individual patient file 

 Computerized patient file 

 Security, flexibility, efficiency,… 

 A unique national system would be idelalistic but not realistic 

 Quid if the practitioner doesn’t complete the file? Sanction? 

 

2. Individual Portfolio for each health care provider 

 Art.8: each practitioner is responsible of his portfolio, which should 

prove that he has the competence/expertise and sufficient professional 

experience  for his practice 

 Art.21: participation to the out-of-hours medical services is obligatory 

when necessary in the filed of the specialty 

 Art.52: the inspectors may have access to the rooms where the medical 

doctor practices and may request to control the Portfolio (in case of 

complaint, in case of systematic control or in case of audit of skill 

management practices) 



03/02/2022: Letter from Frank Vandedenbroucke to the VBS/GBS 

 

- “Portail/Portaal” website Project 

 coordinator: Nicholas Ashton 

- Transversal interface between authorities (FOD, INAMI) and the health care 

practitioners 

- Inclusion of the “Portfolio” into  “Portail/Portaal” 

- Documents would be provided by the authorities and by the practitioners 

- Each practitioner will be responsible of his portfolio 

- Definition of the items  

17.03.2022: Meeting of the Conseil supérieur de la santé/Hoge Genzondheidsraad 

 

- Portfolio is a legal obligation 

- Some items are unavoidable: diplomas, visa, recognition by the specialty 

agreement commission, accreditation documents, permanentie/garde  

- Which additional documents should be mandatory to ensure quality patient 

care? 

- How to guarantee confidentiality? 

- How to take into account the specificity of each specialty? 





To become a member: 

 

 Annual membership fee 
 250 euros for the clinical geneticists (including 

165 euros for the VBS/GBS) 

 50 euros for the trainees in clinical genetics 

 165 euros for the 3 first years as specialist in 

clinical genetics  

 0 euros for honorary members (retired Clinical 

Geneticists) 

 

 General assembly: 1x/year 

 

 

 



E-mail address:   clinicalgeneticists@yahoo.com 

mailto:clinicalgeneticists@yahoo.com

