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The Belgian integrated radioligand therapy plan
for cancer treatment as a blueprint for other EU

countries
The Belgian multi-stakeholder approach

Ingrid Maes
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There is a huge influx of promising radioligand therapies (RLTs) for cancer

RLTs pose specific challenges to benefit patients

How can we balance innovation, access and future preparedness?




EU

belgium24.eu

« During its presidency of the Council of the European Union, Belgium will strive
towards a brighter future for medical radioisotopes

« The aim is to discuss and give inspiration on access to radioisotopes for all
European cancer patients

We have developed in multi-stakeholder collaboration an integrated RLT plan
for Belgium, to be future prepared

The plan can serve as a blueprint for other countries and support alignment
across EU, for optimal patient benefit




Outline

- The Belgian preparedness for RLTs and what we need
> The approach we took to build the plan

> The Belgian RLT plan as a blueprint for the EU
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Belgium has a rich RLT landscape, covering the full
value chain
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A horizon scan shows a tsunami of RLTs coming our way
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There are many challenges that must be addressed, to
ensure patient access to all RLTs available in the future
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The pathway for the future is a shared responsibility

Authorities

Industry Multi-stakeholder challenge

players

Research
institutions

... All stakeholders should take responsibility in

. A transparent dialogue based on all available information
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Three multi-stakeholder round tables were organised to
create common ground for a future-proof Belgian RLT plan

Authorities

allll S ‘

« 3 sessions, 2023

Clinicians
HCPs

« 37 representatives of key stakeholders

Research
institutions

« Complemented by external expert

I

opinions, scientific literature review,

and in-depth interviews

Companies

! o

Chaired by Jo De Cock

Organised by Inovigate in full independency
10



The Belgian RLT plan is created based on a
multi-stakeholder engagement approach

Mutually understand ~ Collaboratively seek
challenges and interests ' for solutions

Openly discuss

Benefits of a multi-stakeholder approach

- Exchange experience and concerns by stakeholders with different
backgrounds contributes to better mutual understanding

+  Fast methodology to reach a solution that is widely supported

« Co-creation and co-design of the essential building blocks of the

RLT plan

First round table on October 4th 2023

X
o
<]
L
o
3
£
%)
o]
o
£
[-%
[-%
(-]
Q
£
=

11




=)
(TT]
o
£
iy
£
o
-
L
c
=
[
()
3
]
o
(7]
o
c
k]
[
[
—l
[
c
4o
>
©
[
o
<
(=

We structured the RLT plan building blocks in 6 domains, as
a framework to facilitate dialogue and co-create solutions

Domains: Description:

Rule-making functions

SOVErnanee Policy and plans (incl. guidelines and best practices)

Regulation and « When and how RLTs should be provided and paid
reimbursement + Ensures safety, efficacy and sustainability

Identified needs « Potential RLTs need and/or demand

Service provision « Healthcare workforce and infrastructure required

+ Data to support decision-making

Hisgithintormation * Understand RLT use and improvements

* Research, clinical trials and innovations in RLT
+ Public and private funding instruments

R&D and innovation

Source: https://www.healthsystemreadiness.com/rlt-international-readiness-assessment-framework/
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In each domain, we have developed solutions in
multi-stakeholder agreement

Domaip & description

Domains:

Challenges identified by stakeholders during interviews

Main challenges & barriers prioritised by stakeholders:

Solution building blocks based on RT:

Governance

Governance refers to a range
of steering and rule-making
functions carried out by
decision-makers that directly
impact the availability,
accessibility and standards of
delivery of RLT.

Governance comes from
health decision-makers in the
form of policy and plans,
including guidelines and
best practices from the
clinical community

/

Belgium should stay at the RLT forefront, preserving and
even further reinforcing its strong legacy in RLT

RLT has a lot of complexities involving multiple dimensions
(resources, regulations, supply aspects, etc.) and
stakeholders. Today, harmonisation and alignment is
missing and there are no objectives and goals

RLT is poorly integrated into cancer planning and there is
limited political recognition and leadership

RLT hotspot &
leadership vision

RLT strategic plan
(national multi-
stakeholder) aligned
with cancer plan

Long-term central
planning &
management
(horizon scanning)

Involve patients & all
stakeholders

Gowvernance for fast

approval or
modification

The Belgian RLT value chain should be evaluated and strengthened

to support RLT across all actors to increase strength and impact and

to reinforce the position of Belgium as RLT hotspot. A Belgian RLT
leadership vision and plan is required to keep our top position

An integrated, multi-stakeholder supported RLT vision, strategy
and plan for Belgium is needed with clear objectives and
evaluation metrics. The RLT plan should be aligned and integrated
with the national (revisited) cancer plan.

A Belgian RLT task force could ensure long term equal patient
access by future preparedness and proactive planning. Tasks could
be (to be confirmed) a central planning and management role in
g.g, infrastructure occupation and investment, production, supply
chain and management planning

Involving patients and all stakeholders to take part in defining the
RLT plan for Belgium, the priorities and decision-making
Patients and patient organisations should be heard in the debate
vs. medical community, authorities, agency, ...

Legislation, regulations, compliance and administrative pathway
allowing for fast approval or modification

!

Building blocks for solutions that resulted from the multi-stakeholder round tables

13
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The optimal solutions for access to RLTs consist of

many solution building blocks

No single solution will be sufficient to
provide access to RLTs for patients

We need to combine solution options in
order to achieve our ambitions

14



Over the six domains, we have developed 27 solutions
in multi-stakeholder agreement

Governance

RLT hotspot &
leadership vision

RLT strategic plan
(national multi-
stakeholder) aligned
with cancer plan

Long-term central
planning &
management
(horizon scanning)

Involve patients & all
stakeholders

Governance for fast
approval or
modification

Regulation and Adaptive safety REELEIO Outcomes-related G hospltlol Gl 6y hogp;tal
T P regulations reimbursement reimbursement and |n.dustr|c1 and |r?dustr|a
REI budget production (how) production (what) _
Each building block was
created from stakeholder
e ol " interviews, literature research
- nclusion in ear criteria for : :
oes Awareness building S Centres of and round table discussions
Identified needs & info dissemination multidisciplinary excellence referrals & care

Service provision

Short-term central
planning &

cancer treatment

Inclusion of future
technology

Companies to
provide total

pathways

Professional training
& licensing

Ensure patient

During the multi-stakeholder
round tables, each solution

was agreed upon

management of
demand and supply

supply In the RLT report, each solution
block is described in detail and
paired with concrete actions

for each stakeholder group

evolutions solutions for all HCPs
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Evidence-based

Predictive models

Health 2 ode
information _decisions, based on registries,
. guidelines, value RWD/E

R&D and Sufficient large Clinical trial

innovation

clinical trials to be
meaningful

framework to
become hotspot

Adapted financing
instruments

Data collection & re-
use for R&D

Knowledge pooling

15
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This multi-stakeholder approach offers win-win
solutions for patients, hospitals & research institutions,
authorities and companies

Win-win
- Patients must have fast access to the most optimal cancer treatment, incl. RLTs

« Pharmaceutical companies must find clear market access conditions and fair reward for

innovative medicines, while payers want to keep healthcare budget under control
« Hospitals must receive correct reimbursement of patient RLT care pathway incl. data collection

» Hospitals, policy makers and pharmaceutical companies have
to collaborate and manage supply, available care infrastructure,
incl. visibility on care investments needed to cope with future
RLT growth k’

16
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The multi-stakeholder supported solutions will

result in a policy report with recommendations for an

RLT plan for Belgium

Listing and
prioritising the
challenges +
defining possible
solutions

Discussing the list of
possible solutions,
to address the
current challenges

A e o
"B w 8 &
Initial
debate T T
22/05/2023
Literature Multi- E-survey Solution

study stakeholder framework and

interviews building blocks

Development of the
RLT framework and
plan, with roles &
responsibilities for
stakeholders

Round

04/10/2023

Draft report

Today

Publication of the
policy report

Kick-off of the
implementation
process

table 2

20/12/2023

Workshop on
medical
radioisotopes
(28/02/2024)

17
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The report addresses the RLT landscape, challenges
and solutions

INOVIGATE ¥

The report addresses the following topics:

The RLT potential and landscape

European actions

— The objective: Belgian preparedness for RLT
= The approach
| =R A
== L RLT challenges and proposed solutions
Ara_dioligand therJaApy (RLT) plan for Belgium . ; ﬂ; s T — : :
ey e e ey e po ’ RLT solution framework for Belgium
b & . : :
E, - - Integration of the Belgian RLT framework into the cancer
_: i e i 1 plan
L ﬁ 7 jes, m.-mms);“hx
o I Next steps

======== care 2020

ion by decisi :
ers, patient organisations, researchers,

T The report will be published at the symposium (and online)

them in the creation of a clear pathway to insti

- o In June 2024
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The Belgian RLT plan is based on the EU
recommendations

EU Key recommendations:

Translating
radiotheranostic
cancer research

into clinical

practicein
Europe

Translating radiotheranostic cancer
tesearch into clinical practice in Europe

g i e s s

. Encourage a coordinated approach between the research

programmes, with solutions for scaling up to market demand
and clinical use

. Strive for EU autonomy for a continuous, stable and uninterrupted

supply of medical radionuclides considering an increasing demand
of use

. Harmonise the requirements for clinical trials with

radiopharmaceuticals across EU Member States, to enable
multicentre European studies and agilise timelines for approval

. Address regulatory issues concerning radiation protection,

including harmonisation of guidelines for hospitalisation

. Joining forces on education and training for radiopharmaceutical

use to health care providers, radiation protection experts, regulators,
decision makers, patients and respective care takers

. Encourage the integration of radionuclide technologies in

multidisciplinary clinical boards, addressing also pooling of data for
harmonisation of clinical practice.

. Support health technology assessments and cost-effectiveness

analysis of radiopharmaceutical diagnosis and treatments in
support of reimbursement decisions

Source: https://publications.jrc.ec.europa.eu/repository/handle/ JRC134480

Belgian RLT plan:

Translated to the Belgian context and
integrated into the Belgian RLT plan

19



A symposium will be organised in June at NIHDI to
present the report and launch the implementation of
the RLT plan for Belgium

The report will be made
available on our website after
"""""" the symposium:

0 —Q

R

22/05/2023 04/10/2023 20/12/2023
Literature Multi- E-survey Solution Draft report Workshop on
study stakeholder framework mgdlcol
interviews and building radioisotopes
blocks (28/02/2024)

Open event

https://www.inovigate.com/publications/
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about:blank

Initiatives and actions have already been assigned to
stakeholders to ensure implementation of the RLT plan
in Belgium

RLT framework for Belgium
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NOZ

C/

3

Belgian RLT Belgian RLT Multi-
leadership strategic plan Setup an RLT stakeholder
vision task force discussions
‘a,
Qo = R
Adequate Outcome-
RLT procedural | reimbursement based Quality
pathway codes reimbursement regulations
—(+ )
= | i
1
\ EVEND
Develop Regulate
Regulatory accreditations Stimulate hospitalisation
framework policy innovation length

P — A :
s | [EE = & | (+)
2 B B S
A/ 2 il 3
Establish Share RLT Increase R&D +
Create an RLT clinical Create referral Harmonise RLT pipeline and Co-develop a innovation Ensure patient
community guidelines criteria education innovation total solution (cTs) financing supply
@ oooooﬂ
= o> | Gy ®
Improve Short-term
predictive tools demand & Stimulate CTs
Develop data & Tx supply across Reinforce BECT
registries personalisation planning hospitals hotspot

©

Reinforce BECT
hotspot

B

Pool knowledge
&insights

l

Collect CT and
RWD data
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The Belgian RLT plan can inspire multi-stakeholder
supported RLT plans in other countries to obtain
EU-wide RLT future preparedness

Insights gained can serve as inspiration for future collaborative RLT

solution-seeking initiatives in the EU

Talking, listening and acting together via an intellectually
fair process is a key tool for collaboration and solving

multi-stakeholder challenges

¥
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Thank you!

Want to attend the symposium in June and be part of the implementation coalition?
Contact us!

Ingrid Maes - Ingrid.maes@inovigate.com
Jean Van Nuwenborg - Jean.vannuwenborg@inovigate.com
Eline Kok - Eline.kok@inovigate.com
Valerie Debruyn - Valerie.debruyn@inovigate.com

INOVIGATE &2

achieving outcomes

4



about:blank
about:blank
about:blank
about:blank

