DIVA

Data Insights for Added
Therapeutic Value

EFCCA Conference

Viennaq, 12 October 2024

Luisa Avedano
EFCCA CEO


https://efcca.org/

o 1. The new Pharmaceutical strategy promotes
Settl n g research, but also assesses certain market failures.

t he Scene 2. Until now, unmet needs were mainly focused on

patients related to financially related aspects.

3. We need to promote the generation, collection and use of evidence-based
patient experience data for benefit-risk decision-making; (EMA framework).

4. This changes how we justify an estimate the value
of therapeutic proposals.
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A new role for patients’ associations:
EFCCA opinion matters

The new EFCCA’s roadmap and related
methodological approach are a clear
shift of the role of the patient.

A much more proactive aimed at EFCCA must give evidence based
identifying an addressing the real needs answers to stakeholders such as
of patience and healthcare systems. regulators, policy makers,

pharmaceutical industries and
Qs EFCcA healthcare professionals.
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EFCCA realised that data are gold...
and that there was a limited availability of accessible data
on IBD, starting from Clinical Trials

W

From May to September 2022, several brainstorming
sessions were held with Board members and staff to
conduct a feasibility study in line with the consultations
and core priorities of EFCCA 2023-2027 Strategic Plan.
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How DIVA was born

In October 2022, ot UEGW
In 2022 o INn Viennag, we introduced

)

DIVA, our new
methodological
approdach, to a
multidisciplinary
audience, that confirmed
that we were on the right
track

wdas presented enthusiastically
to different welcomed
stakeholders

draft project ' The proposal was
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DIVA in a nutshell

Evidence-based data is

crucial when discussing with
stakeholders like policymakers
and pharmaceutical companies.

All EFCCA representatives

know how challenging it is to
discuss unmet needs and patient
priorities without relevant data.

Icerative Colitis Associations

)

This ensures that decisions are
grounded in the latest and
most reliable information.

Very often, it is only possible to
share personal experiences, which
are not necessarily representative
of the patient community.
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EMA Engagement Framework

Proposed framework of the EU-coordinated HTA system AI so E MA q nd Ec
r

Member State Coordination Group on HTA [ HTA Stakeholder o o
Netwrk Is asking to do so!
Joint clinical Joint scientific  Identification of Methodology Includes patient associations,
assessments consultations emerging health nnrll-gumrnmantal organisations
AT TR T W N - .
Y et | oude heainprfes sonl EMA Is committed to ensuring that
work programme documents Facilities dialogue between o o . o
takehold isati d y
® © o O | e the patient voice is included in the

MP = Medicinal Products | MD = Medical Devices
Members are umbrella

Socretariat by the European Commissior e v e different regulatory activities of a

suppor suppor support : medicine’s lifecycle, which improves

HTA IT Platform . .
Wi imill Socom wbapece e et the quality of and trust in the
regulatory decisions and in new

medicines placed onto the EU market.”
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A new role for patients’ associations:
EFCCA opinion matters! ..

What symptoms How long How intense Which symptoms
or side effects do patients’ and frequent are patients most

We are promoting the generation, collection and sootcegt et 1 s e
use of evidence-based patient experience data
for benefit-risk decision-making; (EMA framework). wopetionts | yowgworoie . eseoacgedry (1 fakarpotiors

hospitalised? age groups, or e Bisaaad? willing to accept

re some of the questions that EFCCA representatives have had to answer in recent years:

Are there differences

geographical regions? S;On::::,:::'a
EFCCA wants to give evidence-based answers P
patients experience a patients’ symptoms

to stakeholders such as regulators, policy on mansing /
makers, pharmaceutical industries and
heq|thcqre pl’OfGSSiOhCﬂS. EUnetHTA: template for asking patients associations
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How EFCCA aims to respond to this new role?

With DIVA: Dato InSightS for . DIVA aims to identify and address the real
Added therapeutic Value needs of IBD patients.

e It makes use of publicly available data and
internal EFCCA data to analyse and interpret
the IBD patient communities’ unmet needs.

e Its objective is to provide harmonised opinions
and recommendations to stakeholders

—— ) (regulators, policy makers, pharmaceutical

industries and healthcare professionals).
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DIVA 2023-2024 Main Features

e IBD clinical trials e Interactive Al to consult IBD scientific literature
avadilable in EFCCA and content published by EFCCA and EFCCA
countries members (chatIBD in several languages)

 Drugs approved e Direct monitoring of symptoms and side effects
by EMA reported from patient-reported testimonials
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DIVA 2025... What's next?

® @
2025

The next step that will help to close the circle will be to cross-reference
all the information that patients report to us in real time to continue

supporting researchers and also to continue evaluating the value of
Innovation based on what patients really need.

We are nearly there. Stay tuned!

& Ulcerative Coliti
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DIVA 2023-2024 Deliverables

October 2023 April 2024 March 2024 July 2024 December 2024
e Launch of the  DIVA Academy * Health e ChatlIBD for e Exercise
Guidebook for patients’ Tecnhnology dummies book?
to review clinical trial Dmowv Assessment
protocols (HTA) Guidebook Chat
>, IBD
ﬁnEFCCA "LJJ ____—_\N; Eﬁpggcﬁ
Guidebook for patients Guidebook for patients: & E“‘"m'gl;: e
o..— U

pﬁ' _EFCFA
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ChatIBD for dummies

<

Chat

(2]

ﬁﬁ'}' EFCCA

EFCCA

European Federation of Crofhn’
! rohn’s
& Ulcerative Colitis Associations

IBD

An Easy-to-Follow
Guide

-—" EFCCA /™ DIvA
cademy

A

[

>, Chat
IBD *

R tailored and reliable tool

If ChatlBD can't find relevant content in our database, it uses an advanced
language maodel {LLM) o generate 8 response. This LLM creates a coherent
and relevant reply, even without specific info from our dawbase, ensuring you

always get the best support.

You might know other services like Chat-GPT, Claude or
Gemini, which also use LLMs. However, ChatlBD stands

out in two key ways:

1.l¢'s designed for 1BD patient representatives, 50 itS
respanses cater @ their unique needs.

2, it prioritizes privacy and securily, keeping your
conversations confidential and never sharing your
personal info. This makes ChatlBD a safe and reliable

resource for accurate |BD information.

How to start: some examples

To begin familiarizing yourself with ChatlBD, try asking a question or greeting
the system in the language of your choice. For example, you could start with 8
“hi” or ask "What is Crohn’s disease?" in English, or “Qu'est<ce q

de Crohn?" in French.

» We are aware that, being a new tool

DIVA may be somewhat technical
for some users

Therefore, we created "ChatlIBD for
d.ummles," a simple user guide
aimed at DIVA Academy students
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How to enhance DIVA?

How can a patient association support EFCCA in feeding and enhancing DIVA
to increase national data availability?

* Testing the tool e Participating in DIVA activities and

e Sharing your experiences initiatives
e Give availability and share publicly
e Work in connection with the DIVA available national data bank
team to make their data analysis

available at a national level
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Thank you!

Qs EFCCA

& Ulcerative Colitis Association
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Follow us! 5
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