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Welcome remarks

Karen Facey
Senior HTA Adviser, RWE4Decisions; 

University of Edinburgh

Laura Batchelor
Managing Partner, 
FIPRA International



RWE4Decisions genesis: INAMI papers
Foundations for Consideration of RWE
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2016 2017 2018 2019/2020

The use of real-world data 
throughout an innovative 

medicine’s lifecycle

Outcomes based pricing and 
reimbursement of innovative 

medicines with budgetary 
limitations

TRUST4RD – Tool for Reducing 
Uncertainties in the evidence 

generation for Specialised 
Treatments for Rare Diseases

RWE4Decisions first series of 
recommendations of actions for 

stakeholders to support 
payer/HTA decisions about highly 

innovative technologies
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HTA/Payer-led, multi-
stakeholder Learning Network

Horizon scanning systems that identify 
medicines which are most likely to need RWE 

Identifying what RWE is needed to inform 
HTA/Payer decisions 

Clarifying how RWE should be generated by 
stakeholders and evaluated by HTA/Payers1

Aligning planning and execution of effective 
Post Launch Evidence Generation (PLEG)
studies.
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1 Jaksa, A. A., Pavel, A. N., Aapro, M., Hedberg, N., Hodgkinson, V., Lambert, L. J., … Facey, 
K. M. (2025). Actions for Stakeholders to Develop Better Real-World Evidence for 
HTA/Payer Decision-Making. IJTAHC, 1–32. doi:10.1017/S0266462325100238
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2026 Steering Group
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Moderators

Hans-Georg EichlerKaren Facey
Senior HTA Adviser, 

RWE4Decisions;
University of Edinburgh

Consultant Physician, 
Association of 
Austrian Social 

Insurance Institutions

Eric Sutherland
Senior Health 

Economist, OECD 

Shaun Rowark
Associate Director 
Healthcare Data 
Analytics, NICE, 

England



Optimising 
RWE to 
Deliver Value 
in Healthcare

Agenda

Welcome remarks

Navigating Europe’s Future –
Opportunities for RWE Innovation?

The European Health Data Space 

Break

Artificial Intelligence (AI) for RWE Generation

Closing remarks
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09:15 – 09:20

09:20 – 10:25 

10:25 – 11:10 

11:40 – 12:20

12:55 – 13:00 

12:20 – 12:55

11:10 – 11:40

Networking lunch13:00 – 14:00

RWE4Decisions Priorities to Support Better           
RWE Generation for HTA/Payer Decision
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Principles of engagement

Meeting will be recorded for sharing on the RWE4Decisions website and in the report.

In the room, please raise your hand to ask a question or QR code.
Online, please use the Slido for questions, using this QR code.

Adherence to anti-corruption and anti-bribery rules
Participants must not make any direct or indirect promise or payment that could lead to a
governmental act or decision helping parties obtain/retain business or enjoy any kind of
preferential treatment.

Compliance with National and European Competition Laws
Participants must not engage in any discussion about or sharing of commercially
sensitive information, e.g. net prices (including discounts and rebates), future list prices,
customers, costs, strategic plans and output.

OPTIMISING RWE TO DELIVER VALUE IN HEALTHCARE
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• 09:20 – 10:25 Navigating Europe’s Future - Opportunities for 
RWE Innovation?

Chief Consultant Physician, Association of 
Austrian Social Insurance Institutions

Niklas Hedberg

Hans-Georg Eichler

Alexander NatzKristin ThompsonRoisin Adams Wim van Harten
Head of HTA Strategy, 

National Centre for 
Pharmacoeconomics, 

Ireland

Investment Director 
(Life Sciences), Merieux 

Equity Partners

Secretary General, 
EUCOPE

Chief Pharmacist, TLV, 
Sweden

Research Group leader, 
Netherlands Cancer 

Institute 

Moderator

Ask your question

Slido
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Roisin Adams
Chair of the EU Member State HTA 
Coordination group

Head of HTA Strategy, National Centre 
for Pharmacoeconomics, Ireland

Keynote address:
Implementing the EU 
HTA Regulation

09:20 – 09:35



EU HTA – A Model 
for Evidence 
Generation and 
Value

Roisin Adams

Chair EU MS HTA Coordination Group

National Centre For Pharmacoeconomics, 
Ireland.



The European HTA Story



Since 2025: Joint Clinical Assessments

• 11 Oncology
• 3 ATMP

15 Joint Clinical 
Assessments

• 3 Oncology
• 1 ATMP4 Published

• 4 Oncology
• 1 Withdrawn
• 3 Insufficient data

4 Discontinued



Since 2025: Joint Scientific Consultations

7 in 2025

4
HTACG  & 

EMA

3
HTACG 

10 patients 
and clinical 
experts

Workplan is to complete 8-12 JSCs for MPs in 2026



What does EU HTA offer?

Robust 
evidence 

generation
Transparency Connectivity



Evidence Generation

• EU HTA provides the evidence framework (PICOs & Guidance)
• Policy questions that payers need to be addressed
• Creates a roadmap to the value proposition
• Identifies populations of particular interest

• Joint Scientific Consultation can provide the earlier advice on how 
this is addressed



Transparency



Transparency – what else is published?



Transparency



Transparency



Transparency

• Publication and national implementation?
• Factual accuracy or something else?

Faster publication means 
streamlined national 

implementation 



Connectivity

• Evidence Scope
• Landscaping the treatment pathways around Europe
• Identifying the outcomes that matter at face of healthcare provision
• Connecting evidence via indirect comparisons (and beyond?)

• Publication of relative effect metrics
• A cross border, transparent record of relative effectiveness early
• Follow up data can be published and we start to see longitudinal evidence
• Connectivity to registry, potentially adaptive studies.

• Description of uncertainty and evidence gaps
• Absence of evidence or absence of submission
• Clear identification of the uncertainties can lead to better solutions



What should Evidence in the Real World look like?

Randomise as early as 
possible

Both sides prefer randomised 
evidence. Where classic RCTs 
are hard, use adaptive designs 
to preserve randomisation.

Use pragmatic & registry-
based RCTs

Randomised trials run in 
routine care or built on disease 
registries can extend evidence 
beyond the tightly controlled 
pre-approval population.

Adopt a shared estimand 
framework

Regulators and HTAbs may 
need different estimands. 
Design trials that can estimate 
several in parallel, agreed with 
both audiences up front.



What bodies are jointly recommending

Capture non-primary 
outcomes properly

Keep collecting disease 
status, symptoms, 
quality of life and 
safety after progression 
or switch to next 
therapy - don't stop at 
the primary endpoint.

Ensure timely access to 
patient-level data

IPD, including baseline 
covariates for both arms, is 
essential for robust indirect 
comparisons and confounding 
adjustment.

Use real-world data where 
it actually helps

• RWD is valuable for:
natural history and 
comparator mapping. 
• Post-hoc external 

comparators built after 
the fact remain 
unreliable for 
confirmatory decisions.



Novel designs are what make 'randomise early' realistic

Master protocols
Seamless & platform 
designs

Bayesian adaptive designs



Investment in healthcare

How can HTA help 
direct that 
investment

Is evidence 
generation just about 

a single technology 
or can it serve many 

needs
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Kristin Thompson
Investment Director (Life Sciences), 
Merieux Equity Partners

Investing in life sciences 

09:35 – 09:45
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• 09:20 – 10:25 Navigating Europe’s Future - Opportunities for 
RWE Innovation?

Chief Consultant Physician, Association of 
Austrian Social Insurance Institutions

Niklas Hedberg

Hans-Georg Eichler

Alexander NatzKristin ThompsonRoisin Adams Wim van Harten
Head of HTA Strategy, 

National Centre for 
Pharmacoeconomics, 

Ireland

Investment Director 
(Life Sciences), Merieux

Equity Partners

Secretary General, 
EUCOPE

Chief Pharmacist, TLV Research Group leader, 
Netherlands Cancer 

Institute 

Moderator

Ask your question

Slido
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• 10:25 – 11:10 The European Health Data Space

Senior Health Economist, OECD 

Eric Sutherland

Diana SinkevichChristian DehlendorffNienke Schutte
Head of Unit, Innovation in 

Health Information Systems Unit,
Sciensano, Belgium

Biostatistical Chief 
Consultant, Danish
Medicines Council

VP Market Access EU & 
International and Global 

HEOR, Chiesi

DorotaReliga
MD, PhD, Director, SveDem, 

Karolinska University 
Hospital, Sweden

Moderator

Ask your question

Slido
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Nienke Schutte
Head of Unit, Innovation in Health 
Information Systems Unit, Sciensano, 
Belgium

EHDS Implementation

10:25 – 10:35



The AI future of evidence 
starts with the EHDS

dr Nienke Schutte

24.09.2026 RWE4Decisions symposium



EHDS infrastructure

infrastructure for finding, accessing and 

(re)using health data across Europe

governance framework for health data

Does EHDS deliver for RWE today?

Is it ready for AI-enabled RWE tomorrow?

What are we building?



RWE requirements
Does EHDS meet the needs?

Find right data (EU) Dataset catalogue

Assess data Data quality, utility, provenance

Access data Permit acquisition through HDAB

Analyse data Secure processing environments

RWE requirements EHDS contribution

Multicountry studies HeathData@EU infrastructure



EHDS implementation
What are the challenges?

(EU) Dataset catalogue

Data quality, utility, provenance

Permit acquisition through HDAB

Secure processing environments

EHDS contribution

HeathData@EU infrastructure

Implementation requires…

Rich, machine-readable metadata; support and tools for data 

holders to create and maintain records

Tools and support for data holders to assess quality & 

improving data quality

Clear, harmonized and predictable application processes

Flexible enough to support different types of health data and 

analytical needs, while maintaining strong security

Aligned cross-border processes, avoiding duplication and 

divergent workflows across HDABs



AI changes evidence generation

Finding data 

Assessing data

Accessing data

Analysing data

Increases demands on

scalable interoperable trustworthy

Semantic search, dataset matching

Data profiling, structuring, mapping, quality assessment

AI-assisted permit processing

Data preparation, federated analysis/learning

AI augmenting

evidence

generation

data infrastructures



Harmonise the infrastructure

Develops common guidance, practical 

approaches and technical specifications to 

support harmonized implementation of the 

EHDS across Europe



Harmonise the infrastructure

Technical specification for 
Health Data Access 
Bodies on the national 
metadata catalogue

WP5

Guideline for data 
holders on data 
description

WP5

Data

discovery

Guideline for Health Data 
Access Bodies on 
minimum categories and 
limitations on the reuse of 
health data

WP5

Guideline for data users 
on good application and 
access practice

WP6

Data Access Application 
Management System 
(DAAMS) – Technical 
specification for Health 
Data Access Bodies

WP6

Data 

permit

request

WP6
Guideline for data holders 
on making personal and 
non-personal electronic 
health data available for 
reuse

Technical specification for 
Health Data Access 
Bodies on data 
minimisation and de-
identification

WP7

Guideline for Health 
Data Access Bodies on 
linkage of health datasets

WP7

Guideline for Health Data 
Access Bodies on the 
procedures and formats 
for data access

WP6

Data 

preparation

Guideline for data users 
on how to use data in a 
secure processing 
environment

WP7

Technical specification 
for Health Data Access 
Bodies on the 
implementation of the 
common IT infrastructure

WP7

Technical specification 
for Health Data Access 
Bodies on the 
implementation of secure 
processing environments

WP7

Use of 

data

Guideline for data users 
on handling research 
outcomes

WP8

Finalisation



Harmonise the infrastructure

Data

discovery

Data 

permit

request

Data 

preparation

Use of 

data

Finalisation

WP4 Guideline for Health Data Access Bodies on international and third country access and transfer of electronic health data

WP4 Guideline for Health Data Access Bodies on fees and penalties for non-compliance regulated to the EHDS regulation

WP4 Guideline for Health Data Access Bodies on collaboration with other parties

WP5 Guideline for Health Data Access Bodies on enrichment of health datasets

WP8 Guideline for Health Data Access Bodies on obligations towards natural persons

WP8 Guideline for Health Data Access Bodies on data altruism in health

WP8 Guideline for Health Data Access Bodies on informing natural persons about the use of health data – "Citizen Information Point"



Harmonise the infrastructure

Develops common guidance, practical 

approaches and technical specifications to 

support harmonized implementation of the 

EHDS across Europe

Develops a common approach to describing 

data quality and utility in the EHDS, helping 

users assess whether data are fit for use and fit 

for purpose



Harmonise the infrastructure



Augmenting the infrastructure

demonstrates how GenAI can enhance EHDS 

dataset catalogues:

EHDS Dataset

Catalogue
Virtual Dataset Builder

RAG

Application
BioMistral LLM

Semantic

Layer

HealthDCAT-AP · CSVW 

· Wikidata

Data

Services
Synthetic Proxy Data

B
L

U
E

P
R

IN
T

 For any research question, the system returns 

a virtual dataset, a mapping to real-world data 

assets, and proposed synthetic data



Connecting the infrastructure



Do we have the answers?

Does EHDS deliver for RWE today?

Is it ready for AI-enabled RWE tomorrow?

Yes, it is building the foundations. But a legal framework only creates 

value when it is translated into an operational, usable infrastructure

It can be, if we align ecosystems, enhance the infrastructure, and 

connect it to the existing expertise and services

harmonise augment connect

scalable interoperable trustworthy



www.sciensano.be

dr. Nienke Schutte

Nienke.Schutte@sciensano.be



23 SEPTEMBER 2026OPTIMISING RWE TO DELIVER VALUE IN HEALTHCARE 45

• 10:25 – 11:10 The European Health Data Space

Senior Health Economist, OECD 

Eric Sutherland

Diana SinkevichChristian DehlendorffNienke Schutte
Head of Unit, Innovation in 

Health Information Systems Unit,
Sciensano, Belgium

Biostatistical Chief 
Consultant, Danish
Medicines Council

VP Market Access EU & 
International and Global 

HEOR, Chiesi

DorotaReliga
MD, PhD, Director, SveDem, 

Karolinska University 
Hospital, Sweden

Moderator

Ask your question

Slido
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Coffee break11:10 – 11:40

See you in 30 minutes!
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• 11:40 – 12:20

Associate Healthcare Director Data Analytics, 
NICE

Shaun Rowark

Saunya DoverJing Wang-Silvanto
Member, Observational Health 

Data Sciences and 
Informatics (OHDSI)

Director Science and 
Methods, Canada’s Drug 

Agency (CDA-AMC)

Tonya Winders
President and Acting CEO, 
Global Allergy & Airways 
Patient Platform (GAAPP)

Moderator

Ask your question

Slido

AI for RWE Generation
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Shaun Rowark
Associate Healthcare Director Data Analytics, 
NICE

A reasonable validation 
framework for AI in RWE 
generation?

11:40 – 11:50



49

AI for RWE generation 
panel

23 September 2026

Shaun Rowark

Associate Director, Healthcare Data Analytics
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AI in the evidence lifecycle?
Disclaimer: Not NICE’s views
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*Wang-Silvanto et al (pre-publication) 
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Evidence 
synthesis

Document 
creation/review

Data 
analytics

Economic 
modelling

Predictive 
modelling

Causal 
inference

Problem statement

…but with poor tools and lack of guidance…

Lack of transparency
Inconsistency across submissions
Downstream challenges for evaluation 
Potential impact on trust and robustness

…AI brings…

Efficiency
Scalability
Novel approaches

Direct implications on HTA, guideline development and decision 
making…
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Scope

Principles-based framework with modular development aligned to evolving AI use cases.

• Cross-cutting principles
• Specific AI uses:

• Primary evidence 
generation

• Evidence synthesis
• Economic modelling
• Technical document 

preparation and review

In scope

• AI-enabled health technologies

• NICE business processes

• Appraisal of specific AI tools

• Regulation

Out of scope

All involved, directly or 
indirectly, in an evidence 
submission to NICE.

Intended users
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Governance

External expert
working group

• Rapid review of updates
• Participate in general surveys, 

targeted reviews, roundtables

Internal task &
finish group

• Review surveys and analysis
• Ensure NICE operational 

alignment

Internal senior leadership 
steering group

• Resolve blockers
• Identify risk
• Ensure NICE strategic 

alignment



55



56

AI Declaration (AID) checklist

Make AI use visible and 
reviewable

• Declare AI use across the 
submission.

• Show AI contributions, risk, 
biases, controls.

• Support interpretation, 
scrutiny, reproducibility 
and audit.

• Developed iteratively 
through the HTA Lab AI 
submission pilot.

List all uses and determine 
influence.

Supports framework 
reporting

• Mirrors principles and 
terminology.

• Translates principles into 
reporting checks.

• Supports consistent, 
proportionate scrutiny 
across submissions and 
critiques.

Explain and justify AI use, 
including inputs, outputs and 
human oversight.

When 

applicable

1-2 Map every 

use of AI

3-21 Detailed 

reporting

Purpose Application Alignment
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Next steps
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Agile updates

ISPOR draft launch Public feedback v1 launch

PRIORITISE

DRAFT

REVIEW

PUBLISH



nice.org.uk/newsletters

link.tr.ee/nicecomms

Stay up to date

• Sign up to our newsletters - scan the QR code or visit 

nice.org.uk/newsletters

• Follow us on social media - visit link.tr.ee/nicecomms

59
notice of rights

© NICE 2025. All rights reserved. Subject to notice of rights.

Thank you

ai@nice.org.uk

nice.org.uk/newsletters
linktr.ee/nicecomms
https://www.nice.org.uk/terms-and-conditions#notice-of-rights
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• 11:40 – 12:20 AI for RWE Generation

Associate Healthcare Director Data Analytics, 
NICE

Shaun Rowark

Saunya DoverJing Wang-Silvanto
Member, Observational Health 

Data Sciences and 
Informatics (OHDSI)

Director Science and 
Methods, Canada’s Drug 

Agency (CDA-AMC)

Tonya Winders
President and Acting CEO, 
Global Allergy & Airways 
Patient Platform (GAAPP)

Ask your question

Slido

Find out more 
about CDA-AMC’s 
”New Guidance 
for Reporting AI 
Methods Used to 
Generate Real-
World Evidence”

Find out more 
about GAAPP's 
AI tool to 
support patients 
living with COPD

Moderator
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• 11:40 – 12:20

Associate Healthcare Director Data Analytics, 
NICE

Shaun Rowark

Saunya DoverJing Wang-Silvanto
Member, Observational Health 

Data Sciences and 
Informatics (OHDSI)

Director Science and 
Methods, Canada’s Drug 

Agency (CDA-AMC)

Tonya Winders
President and Acting CEO, 
Global Allergy & Airways 
Patient Platform (GAAPP)

Moderator

Ask your question

Slido

AI for RWE Generation
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• 12:20 – 12:55 RWE4Decisions Priorities to Support Better 
RWE Generation for HTA/ Payer Decision-
Making

Senior HTA Adviser, RWE4Decisions Secretariat; 
University of Edinburgh

Klaus Pugner

Karen Facey

François HouÿezAshley JaksaHans-Georg Eichler
Chief Consultant Physician, 

Association of Austrian 
Social Insurance Institutions

Principal for Research 
Partnerships, 

Pedestal Health, USA

Director of Treatment 
Information and Access, 

EURORDIS

Head of Global Payer 
Evidence Planning and 

HTA, Takeda

Moderator

Ask your question

Slido
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Karen Facey
Senior HTA Adviser, RWE4Decisions  
University of Edinburgh

Review of 
RWE4Decisions’ 2026 
activities

12:20 – 12:30



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential to 
capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are needed 
to ensure that data are collected, 
interpreted, and used effectively.

• Limited clinical data leads to major evidence uncertainties

• International registries provide long-term follow-up of individual 
patients to characterise disease, identify unmet needs, evaluate 
patient outcomes (including quality of life) after intervention

• RWD needs to be reliable, interoperable, decision-relevant to 
support use in patient care and decision-making

• Early collaboration and investment is needed to ensure that 
relevant high-quality data are collected for various different 
decision-making settings for care of people living with rare 
diseases

Rare Diseases: Improving RWD Quality & Availability for HTA/Payers
Webinar | 8 April 2026



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential to 
capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are needed 
to ensure that data are collected, 
interpreted, and used effectively.

! Address data collection burden

➢ Collaborate early to identify core outcomes

➢ Use digital technologies for data capture?

➢ Provide incentives for good quality data collection (funding and 
feedback to clinical teams) 

➢ Explore patient experience of data collection requirements 

! Feedback to

➢ Clinicians to improve data quality and inform patient care

➢ Patients to indicate how their data are used



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential to 
capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are 
needed to ensure that data are 
collected, interpreted, and used 
effectively.

• HTA determination of added benefit focuses on “patient-relevant” 
outcomes in clinical trials, but what about in real-world?

• Patient benefit can be measured by PROMs, which have clear 
process for validation, used by industry, clinicians, patient groups

• PROMs can be integrated into registries and combined with other 
RWD 

• Data quality challenges exist with use of PROMs as evidence in HTA
(even in clinical trials) – could digital tools help?

Can Real-World Data Explain Patient Benefit?
Roundtable | 3 June 2026



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential to 
capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are 
needed to ensure that data are 
collected, interpreted, and used 
effectively.

• Are the PROs really patient-relevant? 
? Could data collection be real-world responsive, based on change 

in condition/experience of side effects (particularly in cyclical 
treatment)

• Think beyond PROMs that measure quality of life to establishment of 
core outcome sets (PROBE study)

• Data collection should create value for patients and clinicians, in 
addition to developing a robust evidence set

Can Real-World Data Explain Patient Benefit?
Roundtable | 3 June 2026



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential 
to capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are 
needed to ensure that data are 
collected, interpreted, and used 
effectively.

• Over 100 medicines in development

• To treat specific aspects of dementia – substantial patient and 
carer burden – large RCTs possible

• Pre-diagnosis “mild cognitive impairment”
➢ Potentially large population – hard to identify
➢ Patient relevant effects will be longer-term and difficult to 

measure

• RWD could support identification of relevant population for 
health system planning, when to initiate treatment, dose 
adjustment, discontinuation etc

Alzheimer’s Disease: Planning RWD Collection to Inform HTA
Roundtable | 18 February 2026
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• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential to 
capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are needed 
to ensure that data are collected, 
interpreted, and used effectively.

• RWD could address wider aspects such as self-care, behavioural 
stability, crisis episodes, admission to hospital or specialist care

• Requires data collection across primary, social and specialist care 

• Minimize burden on patients and carers (who are generally older)

• Given slow progression of disease, collect data annually

• Limit core dataset with addition of items, only if another taken out

• Include medicine modules in registries



Improving Rare Disease Real-World Data Quality and 
Availability for HTA/Payer| Webinar | 8 April

• Strong multi-stakeholder 
collaboration and better accessibility, 
quality, and interoperability of 
registries are central to unlocking the 
full potential of RWD.

• Registries, patient-reported outcomes 
and quality of life data are essential 
to capture aspects of disease burden 
that are not reflected in clinical trial 
endpoints.

• Digital technologies and data 
integration could improve data 
quality, reduce manual data entry, 
and enable earlier diagnosis 
through advanced analytics.

• Education and capacity-building, 
particularly for clinicians and 
patient representatives, are needed 
to ensure that data are collected, 
interpreted, and used effectively.

• IHSI supports Payers to plan for products coming down the 
pipeline and predict their reimbursement indication

• It could be used to identify

➢ Products with evidence risks (decision-relevant evidence 
gaps) and support collaborative planning and early conduct 
of RWE studies

➢ Need for additional RWD collection in existing sources (e.g. 
novel endpoints, genetic testing, etc.)

➢ Classes of products where new RWD collection mechanisms 
need to be organised

Horizon Scanning to Support Early Dialogues & RWE Generation?
Webinar | 15 July 2026



23 SEPTEMBER 2026OPTIMISING RWE TO DELIVER VALUE IN HEALTHCARE 71



23 SEPTEMBER 2026OPTIMISING RWE TO DELIVER VALUE IN HEALTHCARE 72

• 12:20 – 12:55 RWE4Decisions Priorities to Support Better 
RWE Generation for HTA/ Payer Decision-
Making

Senior HTA Adviser, RWE4Decisions Secretariat; 
University of Edinburgh

Klaus Pugner

Karen Facey

François HouÿezAshley JaksaHans-Georg Eichler
Chief Consultant Physician, 

Association of Austrian 
Social Insurance Institutions

Principal for Research 
Partnerships, 

Pedestal Health

Director of Treatment 
Information and Access, 

EURORDIS

Head of Global Payer 
Evidence Planning and 

HTA, Takeda

Moderator

Ask your question

Slido



F. Houÿez - Information and Access Director | Eurordis

F. Houÿez - Information and Access Director | EURORDIS
73

For 2027

Existing or non-existing data sources to be ALWAYS discussed during SA – JSC, 
EHDS to accelerate access to data (not 2 years!)

Developers should create real-world data when they don’t exist, and not 
rely on published evidence (often uncomplete or unfit)

Contradictions between RCT and RWD. Which control data truly 
support a comparison? We don’t understand everything 

Patients in the governance of data sources! Even for sources 
of data that don’t see patients 

Larger scale training / upgrading of data analysts; (SMEs) 
struggle to perform high-quality rigorous analysis

Standardisation +++, particularly from public data sources 
(heterogeneity between different hospitals) 

http://www.nealanalytics.com/neal-creative/templates/


François Houÿez  | Director of Treatment information and Access

François Houÿez  | Director of Treatment information and Access
Eurordis 2026 ©

EURORDIS 2026 ©

Thank you for your 
attention

francois.houyez@eurordis.org

François Houÿez

http://www.nealanalytics.com/neal-creative/templates/
http://www.nealanalytics.com/neal-creative/templates/
mailto:francois.houyez@eurordis.org
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• 12:20 – 12:55 RWE4Decisions Priorities to Support Better RWE 
Generation for HTA/ Payer Decision-Making

Senior HTA Adviser, RWE4Decisions Secretariat; 
University of Edinburgh

Klaus Pugner

Karen Facey

François HouÿezAshley JaksaHans-Georg Eichler
Chief Consultant Physician, 

Association of Austrian 
Social Insurance Institutions

Principal for Research 
Partnerships, 

Pedestal Health

Director of Treatment 
Information and Access, 

EURORDIS

Head of Global Payer 
Evidence Planning and 

HTA, Takeda

Moderator
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Laura Batchelor
Managing Partner, FIPRA International

Closing remarks

12:55 – 13:00



RWE4Decisions Learning Network co-creation: 
Stakeholder Actions to Generate Better RWE for HTA/Payers 

24 SEPTEMBER 2026

STAKEHOLDER ACTIONS TO GENERATE BETTER REAL-WORLD EVIDENCE FOR HTA/PAYERS
77

New Actions launched at 
RWE4Decisions Annual Symposium
and ISPOR RWE Summit
New paper publication July 2025 (IJTAHC)

Nov 2024 Share your implementation story 
on the RWE4Decisions website!

Nov 2024Now: Get 
Involved!

https://doi.org/10.1017/S0266462325100238


Thank you!
Save the date and secure your place at our upcoming 
RWE4Decisions meetings and events. Registration is now open:

• 7 October 2026: Webinar on “Clinical Teams’ Role in Real-World 
Data Generation for Healthcare Payers’ Decision-Making”

• 18 November 2026: Roundtable on “Learning from the first Joint 
Clinical Assessments - What is the potential role of Real-World 
Evidence?” (invitation only)

Do you have any questions? 

• Email us: secretariat@rwe4decisions.com

• Follow us on LinkedIn: @RWE4Decisions

mailto:secretariat@rwe4decisions.com
mailto:secretariat@rwe4decisions.com
mailto:secretariat@rwe4decisions.com

	Default Section
	Slide 1: Optimising Real-World Evidence to Deliver Value in Healthcare 

	RWE4Decisions' Intro & Housekeeping
	Slide 2
	Slide 3: RWE4Decisions genesis: INAMI papers Foundations for Consideration of RWE
	Slide 4: HTA/Payer-led, multi-stakeholder Learning Network
	Slide 5: 2026 Steering Group
	Slide 6
	Slide 7:   Optimising RWE to Deliver Value in Healthcare   Agenda
	Slide 8

	Opening panel
	Slide 9: Navigating Europe’s Future - Opportunities for RWE Innovation? 

	Roisin Adams
	Slide 10
	Slide 11: EU HTA – A Model for Evidence Generation and Value
	Slide 12
	Slide 13: Since 2025: Joint Clinical Assessments
	Slide 14: Since 2025: Joint Scientific Consultations
	Slide 15: What does EU HTA offer?
	Slide 16: Evidence Generation
	Slide 17: Transparency
	Slide 18: Transparency – what else is published?
	Slide 19: Transparency
	Slide 20: Transparency
	Slide 21: Transparency
	Slide 22: Connectivity
	Slide 23
	Slide 24
	Slide 25
	Slide 26: Investment in healthcare

	Kristin Thompson
	Slide 27

	Opening panel
	Slide 28: Navigating Europe’s Future - Opportunities for RWE Innovation? 

	EHDS panel
	Slide 29: The European Health Data Space 

	Nienke Schutte
	Slide 30
	Slide 31: The AI future of evidence starts with the EHDS
	Slide 32: EHDS infrastructure
	Slide 33: RWE requirements
	Slide 34: EHDS implementation
	Slide 35: AI changes evidence generation 
	Slide 36: Harmonise the infrastructure
	Slide 37: Harmonise the infrastructure
	Slide 38: Harmonise the infrastructure
	Slide 39: Harmonise the infrastructure
	Slide 40: Harmonise the infrastructure
	Slide 41: Augmenting the infrastructure
	Slide 42: Connecting the infrastructure
	Slide 43: Do we have the answers?
	Slide 44: dr. Nienke Schutte

	EHDS panel
	Slide 45: The European Health Data Space 
	Slide 46: Coffee break

	AI panel
	Slide 47: AI for RWE Generation  

	Shaun Rowark
	Slide 48
	Slide 49: AI for RWE generation panel
	Slide 50: AI in the evidence lifecycle? Disclaimer: Not NICE’s views
	Slide 51
	Slide 52: Problem statement
	Slide 53: Scope
	Slide 54: Governance
	Slide 55
	Slide 56: AI Declaration (AID) checklist
	Slide 57: Next steps
	Slide 58: Agile updates
	Slide 59: Thank you  ai@nice.org.uk

	AI panel
	Slide 60: AI for RWE Generation  
	Slide 61: AI for RWE Generation  

	Closing panel
	Slide 62: RWE4Decisions Priorities to Support Better RWE Generation for HTA/ Payer Decision-Making

	Karen Facey
	Slide 63
	Slide 64: Rare Diseases: Improving RWD Quality & Availability for HTA/Payers Webinar | 8 April 2026 
	Slide 65
	Slide 66: Can Real-World Data Explain Patient Benefit?  Roundtable | 3 June 2026 
	Slide 67: Can Real-World Data Explain Patient Benefit?  Roundtable | 3 June 2026 
	Slide 68: Alzheimer’s Disease: Planning RWD Collection to Inform HTA Roundtable | 18 February 2026
	Slide 69
	Slide 70: Horizon Scanning to Support Early Dialogues & RWE Generation? Webinar | 15 July 2026 
	Slide 71

	Closing panel
	Slide 72: RWE4Decisions Priorities to Support Better RWE Generation for HTA/ Payer Decision-Making

	Francois Houyez
	Slide 73: For 2027
	Slide 74

	Closing panel
	Slide 75: RWE4Decisions Priorities to Support Better RWE Generation for HTA/ Payer Decision-Making

	Laura Batchelor
	Slide 76: Closing remarks 
	Slide 77: RWE4Decisions Learning Network co-creation:  Stakeholder Actions to Generate Better RWE for HTA/Payers 

	Closing / Thank you
	Slide 78: Thank you!


