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‘Omics’ in Health Care System of Belgium

1 ‘Omics’ in the clinic
4 Genomic citizenship: ethics, legal and privacy
d EC Pre-Commercial Procurement (Horizon 2020)

d EC 1 Million genomes project
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‘omics and healthcare‘:Life course perspective
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ROADBOOK « NGS in oncology »

Roadbook for the implementation of next-generation sequencing in clinical

practice in oncology and hemato-oncology

ACTION 1 Establish a commission: Commission Personalized Medicine (ComPerMed)

ACTION 2 Development of guidelines for NGS use in (hemato)-oncology

ACTION 3 Development of criteria for NGS use in (hemato)-oncology

ACTION 4&5 Develop and organize a benchmarking trial and EQA for NGS use in (hemato)-oncology

ACTION 6 Implement NGS registration, storage and data management

ACTION 7 Provide NGS education and training

ACTION 8 Informed consent, legal and ethical implications of NGS use in (hemato)-oncology
molecular diagnostics

ACTION® Pilot study ‘NGS use in routine diagnostics’

ACTION 10 Build on hospital networks for NGS use in (hemato)-oncology
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Action 1: Establish a commission: Commission

Personalized Medicine (ComPerMed)

Website: https://Iwww.compermed.be

Decision
bodies
Advice
Consultation |_|

Reimbursement
agency:

ComPerMed

- Secretariat

- Scientific board
- Management board

Platform CDx

W
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https://www.compermed.be/

Action 2: Development of national
guidelines for NGS use in oncology

B =N \V (e s 3 (

The Belgian next generation sequencing
guidelines for haematology-oncology

A, Hebrant, I, PR, G. Froyven, PhCFE, B. Maes, MD, PhCF, R. Salgado, MDF, M. Le Mercier, PhD¥, N. O'Haene, MD,
Phl¥, S, De Keersmaecker, PhD?, K. Claes, PhDE, J, Van der Meulen, PhDE, B Aftimos, MDY, J. Van Houdt, PhD#,

K. Cuppens, MD?, K. Vanneste, PhDF, E. Dequeker, PR, S, Van Dooran, PhD7, A, Van Huysse, MO, F Mallet, PhD2,
5. van Lasre, PhDY, B. Dernys, MD=, V0 Ghislain, PhD™, C. Van Campenhout, PhD, M. Van den Bulcke, PhD?
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Action 3: TEST LEVELS

» Standard of care biomarker for diagnosis and/or prognosis *

* Biomarker predictive of a response or a resistance to a reimbursed drug in Belgium for this
indication

» Compelling clinical evidence supporting the biomarker for diagnosis and/or prognosis

* Biomarker predictive of a response or a resistance to
- a non EMA-approved drug in this indication

- a reimbursed drug in Belgium for another indication (clinical trial not available in
Belgium or EU)

- an EMA-approved drug for another indication

» Compassionate use of drug

* Standard of care: Included in guidelines (WHO) AND consensus from experts ComPerMed
*Recommended standard of care: Clinical evidence AND consensus from experts ComPerMed
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Action 3:Test Algorithms

- Test Algorithms represent a sequential of molecular tests to be performed for a particular cancer, documented in
addition with the clinical utility (diagnosis, prognosis or therapy), test level and a brief description of the molecular
test.

- To define the specific conditions for NGS testing

Hematological diagnosis of AML (WHO criteria)

|

Large genomic rearrangements: Gene mutations:
genomic imbalances, translocations/ NPM1, CEBPA, RUNX1, KIT, FLT3,
inversions, fusion transcripts WT1, TET2, ASXL1, DNMT3A,
IDH1/2, TP53

‘ Diagnosis & risk stratification H Genetic counseling if a myeloid
l neoplasm with germline
predisposition is supected

‘ Treatment ‘

|

‘ Follow-up ‘
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Action 4. QA/QC in NGS oncology

Benchmarking trials

1. SOLID tumours
2. Haematological tumours
3. Genetic testing (e.g. BRCA trial)

- Participants and Public Reports (link to legal licence and
ISO accreditation 15189
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PITTER - NGS VIA
HEALTHDATA

Central data registration with a link to the
national cancer register

support.healthdata@sciensano.be




HEALTHDATA AT A GLANCE

Technical description
of each data collection
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EUROPEAN PERSPECTIVE

1. Standardization of data sets

2. Centralized database of federated databases with common practices
3. Research workspace with integrated analytical tools

4.  « Code of Conduct » — « Access to data policy »

EC PCP oncNGS

1 Million genomes project
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EQUITY - ACCESSIBILITY
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Reimbursement of NGS

MARKER: art. 33ter MEDICINE: Chaper VI

scope: ‘Marker’ and ‘Medicine’ linked by a molecular test

Also prognostic & diagnostic markers

Direction Politique Pharmaceutique — Direction Médicale session d’information 05/18
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GENOMIC CITIZENSHIP ™




“Genomic citizenship” in Belgian

Focus group study
Involving patients in implementation of genomics in the clinic

Citizens forum
Gaining insight in citizens’ perspectives on ELSI regarding genomics
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CITIZENS FORUM

With King Baudoin Foundation
Internationally validated method: wicked societal problems

32 informed citizens share their views

- Dialogue, no need for consensus

* Help from a support team

* Information provided by experts

» Working towards balanced policy recommendations

%iensano be



Information brochure

MmN DNA mon ADN

EEN ZAAK VAN IEDEREEN?

e

TOUS CONCERNES ?

I atem ras -y

https://www.kbs-frb.be/fr/Activities/Publications/2018/20180704PP
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"l o+ INNOVATIVE PARTNERSHIP
) FOR ACTION AGAINST CANCER

EC Perspective:

Joint Action CanCon Policy paper on
‘Public Health Genomics in cancer »

Joint Action IPAAC Work packgae on
Genomics

AIM: ROADMAP on sustainable
implementation of recommendations
made on cancer control and care

Co-funded by
the Health Programme
of the European Union




PAAC

INNOVATIVE PARTNERSHIP
FOR ACTION AGAINST CANCER

WP6 “Genomics and Cancer “

Belgian Cancer Centre, Sciensano

* X%
*

; o Co-funded by

the Health Programme

of the European Union
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WP6 ‘Genomics and Cancer’ oo CeIPAAC

l'. .
‘9° FOR ACTION AGAINST CANCER

Genetic
Screening

Genomics
in HCS

ROADMAP

Direct to Education

& Training

Consumer
Testing

Co-funded by
the Health Programme
of the European Union

Footer




SOURCES FOR THE ROADMAP o: ‘e IPAAC

o0 o+ INNOVATIVE PARTNERSHIP
o FOR ACTION AGAINST CANCER

10 topics:

1. Experience of EU MS in imple n recommendations

1.Cancer screening
2.Integrated cancer care

3.Community-level ¢

4.Survivorship and rﬁ'
2. Results from iPAAC

1. Cancer prevention

2. Genomics i aper)

3. CancerIn JA INFACT)
4. Challeng UNetHA)

5. Innovati

6. Integrated and comprehensive Ca

Co-funded by
the Health Programme
of the European Union
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IPAAC WORK PROGRES 9 ‘e iPAAC

N o+ INNOVATIVE PARTNERSHIP
i FOR ACTION AGAINST CANCER

2019 2020

2021

ROADMAP

Co-funded by
the Health Programme
of the European Union




Sciensano Perspective V

Sustainability of the final JA IPAAC deliverable:

- General agreement on the need for maintaining the outputs up-to-date after
the JA

Options/Opportunities:

- EC Joint Research Centre (link with CReg, ICBSC/ICCCS initiatives,
ERNs)
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in Healthcare applications

PCP: Next-Generation=Sequencing

(acronym: Onco-NES) |




EC-PCP NGS In Healthcare

(Horizon 2020 program)

Scope: develop integrated solution for testing, analysing,
reporting and storage of Next-Generation-Sequencing
medical data within routine healthcare diagnostics

4 target domains:
- Metastatic cancers
- Immunotherapies
- (Genetics
- Hospital-borne infections
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Impact of EC-PCP NGS in Healthcare

Expected Impact:

L New NGS platforms and use of NGS tests in routine diagnostics for
personalised medicine.

1 Accepted new European standards and quality assurance schemes
with respect to NGS.

U Strengthening of implementation of personalised medicine and
Improved clinical decisions and health outcomes for the benefits
of patients.

U Contribution to the sustainability of healthcare systems.

U Growth and benefit to the European industry, in particular SMEs
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PCP partnership

EU Member States (MS)

v PCP requirement: at least 3 EU MS

v Proposal: 5 countries: Be, Fr, It, Sp and Ger
MS stakeholders (= Test payers)

v Be: NIHDI; France: INCA, Aviesan, ...

v It, Sp, GER: FED+REG

Procures (= Test buyers)

v At least two local hospitals or private licensed
medical labs

v oncNGS: 8 hospitals
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Technical Specifications

U open market consultation Wlth the mdustry, _
including on technical and service readiness Infectious
Q analysis of the suitable testing environments diseases
Intellectual U analysis of differences in legal public
property procurement framework for the participating
procurers in health and social care, Cancer
O market analysis and analysis of potential barriers |
(standardisation, certification, regulatory !
ELSI requirements, i(r;t?llectual properr':y righ';s, l'
contracting models, payment schemes @ .
aspects U consultations with relevant stakeholders, end- ! Genetics c -
users (consumer organisations, reimbursement !
bodies) to prepare for a future market uptake of the
VD Sla RS ET others
properties

accreditation, registration, ...

HCS Integration i
(reimbursement, legal, GATC
)

GATCGATGCA



2" Meeting of the Representatives of the Signatory
- Member States of the Declaration of Cooperatnon
"Towards access to at least 1 million sequenced
genomes in the European Union by 2022“

- Slides produced during the Meetmg =
11 December 2018, Brussels - - :

Declaration for delivering cross-border
access to genomic database

1 million genomes accessible \
in the EU by 2022

Linking access to existing and =

future genomic database across the EU /

Providing a sufficient scale for
‘ new clinically impactful -

associations in research
. o

“Il .V




WORKING GROUPS

Bottom up

Communication

Tizchnological Fra nework
(linkir g ongciny;
initiatives, platforms,
distr. Query,
Interoperabilty,
fed :ratior)

DATA (metauata
standards, clinicl,
genomic praciices)

STAKEHOLDERS benefit;, incentives for
sharing

|RDj . CAN " PHGI
B

Short Term

SCOPE / BENEFITS
Governance
LEG/ETHI

MId Term
SCOPE / BENEFITS



TAKE-AWAY MESSAGES

LESSONS LEARNED - CHALLENGES

Need for an open plan (Roadbook) with budget for implementation
Endorsement by politicians, professionals and public support

Long-term perspective — patient-centred approach

« Expect the unexpected »
(little) Step-by-(litte) step

« Money should be the solution not the problem »

linternationalization — clinical trials

« Pay for Performance» shedules (or alike)
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Genomics colleagues

Sciensano: A. Hébrant, E. Van Valckenborgh, G; Raijevic, P. Wurstemberger,
A. Antoniou, T. Delcourt, W. Van Hoof, C. Mayeur, MJ robberechts, S.
Tabakkalt, N; Rosewick, K. Vrancken, J. Van Bussel, M; Van den Bulcke

RIZIV-INAMI: A. Waeytens, K. Desmet, W. Van Dooren, E; Smet, M; Louagie
Ministry of Health: S. Van den Bogaert

Belgian Cancer Register: H Poirel, N. Van damme, L. Van Eycken

KCE: F. Hulstaert, L. San Miguel

ComPermed partners: College Oncology, College Genetics, Com. Pathology,
Com. Clin. Biol., Sickness insurances, patient organisations,...
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THANK YOU

%i nnnnnn be



