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9.00        European regulations on in-vitro diagnostics
Alex Lefevre, Roche Diagnostics Belgium

9.30        Primary HPV screening (Kristof Cokelaere)

10.00       Discussion

10.15       Coffee break

10.45       Low variable care financing (Kevin Wetzels, Fabienne Rickaert)

11.15       New article 32 (Romaric Croes)

11.45       Discussion

12.00       General Assembly
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Romaric Croes

Article 32 revised



Content of 
proposed 
changes

Histology & Frozen sections

Immuunhistochemistry

Farmaco-diagnostics

Non-gyn cytology

Gyn-cytology

Other changes

Budgetary impact

The past, the present & the future



Histology, proposed changes
Mini-biopsy “588232 588243” (B707 ; 32 EUR)



Histology, proposed changes
Regular biopsy “588011 588022” (B1484 ; 67,16 EUR)



Histology, proposed changes
Super-biopsy “588254 588265” (B2557 ; 115,72 EUR)



Histology, proposed changes
(1) Small macro “588276 588280” (B3499 ; 158,36 EUR)



Histology, proposed changes
(2) Small macro “588276 588280” (B3499 ; 158,36 EUR)



Histology, proposed changes
(1) Large macro “588291 588302” (B5917 ; 267,79 EUR)



Histology, proposed changes
(2) Large macro “588291 588302” (B5917 ; 267,79 EUR)



Histology, proposed changes
NEW Supermacro “A1H1” (B8335 ; 377,22 EUR)



Frozen section, 
proposed 
changes
“588033 588044” (B2935 ; 132,83 EUR)



Immunohistochemistry, proposed changes
Non-pharmacodiagnostic immuno “588070 588081” (B608 ; 27,52 EUR)



Immunohistochemistry, proposed changes
New non-pharmacodiagnostic immuno “A2H2” (B608 ; 27,52 EUR)



Immunohistochemistry, proposed changes
New non-pharmacodiagnostic immuno “A3H3” (B608 ; 27,52 EUR)



Immunohistochemistry, proposed changes
(1) Pharmaco-diagnostic immuno “588976 588980” (B1824 ; 82,55 EUR)

IHC Companion Diagnostics CDx



Immunohistochemistry, proposed changes
(2) Pharmaco-diagnostic immuno “588976 588980” (B1824 ; 82,55 EUR)

IHC Companion Diagnostics CDx



Non-gyn, 
proposed 
changes
Mini-cytology “588394 588405” 
(B521 ; 23,58 EUR)



Non-gyn, 
proposed 
changes
Regular cytology “588416 588420” 
(B1413 ; 63,95 EUR)



Gyn cytology, proposed changes
Prelimary remark (1) - Independant of the KB/AR of October 24th 2017



Gyn cytology, proposed changes
Prelimary remark (2) - Independant of the communication of the RIZIV/INAMI of Mars, 12th 2018



Gyn cytology, proposed changes
New NC number for screening after CVC “589853-589864” (B650 – 28,47 EUR)



Gyn cytology, proposed changes
Improvement of second reading of screening CVC “588873–588884” (B260 – 11,77 EUR)



Gyn cytology, proposed changes
Improvement of follow-up CVC “588895–588906” (B650 – 28,47 EUR)



Gyn cytology, proposed changes
Improvement of triage HPV test “588932–588943” (B1362 – 61,64 EUR)



Gyn cytology, proposed changes
Improvement of follow-up HPV test “588954–588965” (B1362 – 61,64 EUR)



Proposed other changes
Reimbursement of CVC cytology of poor quality



Proposed other changes
Quality control by the Commission of Anatomic Pathology



Other minor changes
Toilettage of Article 32

NL : 
• Leesbaarheid verbeteren
• Minder details, specificaties
• Geneesheer > Arts
• Spellingsfouten
• Voorschrijvende geneesheer > Voorschrijver
• Histopatholoisch > Histologisch
• Cytopathologisch > Cytologisch
• Voor éénzelfde antigen > antiserum
• Honorarium voor het … 
• Van zoveel prelevementen als nodig 

FR : 
• Amélioration de la lecture et compréhension
• Moins de détails, spécifications
• Anatomo-pathologique > Anatomie Pathologique
• Fautes d’orthographe
• Discordances entre le texte FR et NL
• Histopathologique > Histologique
• Cytopathologique > Cytologique
• Voor un même antigène > antisérum
• Honoraire pour … 
• D’autant de prélèvements que nécessaire



Surprising other changes
“589875-589886” on K-RAS for metastatic CRC



Summary of the changes
• Toilettage
• Superbiopsy: Spine, heart & pancreas
• Small macro: partial pancreatectomy, annexectomy, salphingectomy
• Large macro: migration of oncologic indications to new super macro
• Super macro: for oncologic indications: uterus, prostate, breast after NAT, TEM & APRA 

after NAT, cystectomy, mucosectomy, pancreas, esophagus, lung, stomac, larynx
• Frozen section: dab technology
• Non-pharmacodiagnostic immuno’s:

• Tumor of CNS, soft tissue, mesothelial & functional liver & renal path : 8x
• Lymphoma : 10x

• Pharmacodiagnostic immuno’s (CDx IHC):
• Exemption of once a year on written demand by the MOC coordination physician
• Exit of EGFR & c-KIT and introduction of PDL1,  ALK1, ROS1, TRK

• Gyn cytology
• Introduction new NC for liquid based cytology and revalorisation
• Better understanding of follow-up cytology and follow-up HPV test



Budgetary impact of the changes

Proposed changes to article 32 Detail Budgetary impact
588976 588980 acutalisation Repeal of EGFR IHC -299.646,11€              

Repeal of c-kit IHC -14.482,50€                
Addition of PD-L1 (for NSCLC) 299.646,11€                
Addition of ALK (for NSCLC) 299.646,11€                
Addition of ROS1 (for NSCLC) 299.646,11€                
Addition of TRK (for reimbursed pharma) ?

New super macro for oncologic indications 1.486.449,52€             
New IHC for diagnostic workout of lymphoid tumors 708.383,23€                
New IHC for diagnostic workout of CNS tumors 94.451,10€                   
New IHC for diagnostic workout of soft tissue tumors 104.945,66€                
New IHC for diagnostic workout of mesothelial tumors 31.483,70€                   
New IHC for diagnostic workout of functional liver & renal pathology 125.934,80€                

+/- 3,2 million EUR



The past, the present & the future

• There was a small budget available from savings on Vit D analysis
• Actual situation of the revised article 32

• Approved by the Verzekeringscomité/Comité Assurance February 25th last and ready to be sent to the strategic cell
but put on hold till… (advice from the RIZIV/INAMI lawyers)

• Reason: KB/AR on supplements and revalorisation of  LBD blocked by the Minister of Budget(control)
• KB on the limit of supplements & introduction of liquid based cytology should have been come into effect on 1.04.2018
• Quid linked to primary HPV?

• With a government in current affairs, there’s still time & willingness for improvements…
• With a lot of good luck… revised article 32 could come into effect on January 1st 2020

TGR
CTM Medicomut CBC 

CCB
Verz.Com
Com.Ass Minister KB

AR



The past, the present & the future

• Article 33ter, NGS-convention & PITTER database for personalised medicine
• Scope : Only for molecular tests linked to a drug mentioned in chapter VIII of NGS: very specific indications. 
• There’s still NO solution for IHC CDx.
• Art. 33ter = Only 3x2 generic nomenclature codes for CDx ~ complexity, open for Anatomic Pathology, Clin. Bio & Genetics
• NGS-convention (after pilot project) with 10 NGS-networks: requirements for reimbursement & surcharge (till 350 EUR per NGS-test)
• PITTER = online registration platform (test, results) > generates a registration code required for billing

• Game rules for Art 33ter
• Demand prescribed in context of a multidisciplinary consult: Question related to a specific farmacon

• The prescriber ≠ other pathologist but an oncologist!
• The pathologist choose the most appropiate test and biomarker to obtain the Answer
• Once per diagnostic phase
• No cumul with article 33bis for the same biomarker
• NO PITTER registration by the test executing laboratory > NO PAY
• For electronic billing: Cave: Use “sample date” where they say “date of prestation”

• Chapter VIII of Pharmaceuticals of Pseudonomenclature of the NGV
• Pseudonomenclature per indication, drug and biomarker



The past, the present & the future

• Future
• Art 33ter HER2 ISH once per diagnostic investigation phase, except on written demand by the MOC coordinating physician ?
• Sample date as mandatory information on the request form (LVC & art. 33ter & PITTER)?
• 588976 588980 & (N)TRK

• Immuunhistochemisch onderzoek voor het aantonen van farmaco-predictieve of prognostische biomerkers…. In het kader van het voorschrijven van tumor-
specifieke medicatie waarvoor terugbetaling door de ZIV mogelijk is.

• Examen immunohistochimique pour mise en évidence des biomarqueurs pharmaco-prédictifs ou prognostiques… dans le cadre de la prescription d’une
médication spécifique à la tumeur qui est remboursable par l’assurance maladie.

• Article 32bis & 32ter after the example of article 33bis & 33ter as solution for CDx IHC?
• Reimbursement of CDx IHC in function of compliance to guidelines / ISO accreditation / IVD-Regulation?
• Immuuncytochemistry on gynaecologic cytology (589853-589864) – dual staining for p16 & Ki67?
• Further introduction of lump sum financing for medium-variable care after the low-variable care?
• Thorough revision of the nomenclature (Pirson-Leclercq, Dutch system of standard time per severity category & risk)
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