
Eurordis Membership Meeting 2019

Matteo Scarabelli

Patient Engagement Manager - HTA

Can Community Advisory Boards contribute to

Health Technology Assessment (HTA)?
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THE 3 STEPS

REGULATORS
benefit/risk evaluation 

Can the 
technologyy work?

In the context of a 
clinical trial

HTA
Relative Effectiveness 

Assessment

Does it work and 
improve care?

In clinical practice

DECISION
Pricing & 

Reimbursement

Is society willing to 
pay?

Based on REA and 
economic aspects
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EUnetHTA JA3

Joint Production 

Lead:

NIPHNO

Co-lead:

LBI

ZIN

Evidence generation

Lead:

HAS 

Co-lead:

GBA

• EARLY DIALOGUES
&   PARALLEL EMA//HTA Scientific Advice

• Post-Launch Evidence Generation –
(PLEG)

+ 33 Associated 
HTA bodies

EDWP:
• NICE (UK)
• AIFA (IT)
• NIPN (HU)
• RIZIV (BE)
• ZIN (NL)
• RER/AIFA (IT)

• JOINT & COLLABORATIVE  ASSESSMENTS
(Relative Effectiveness Assessment report - REA)

(Pharmaceuticals)

(Other Technologies)

http://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjSp9DxuMjNAhXjDpoKHdADBTYQjRwIBw&url=http://flaglane.com/download/norwegian-flag/&bvm=bv.125596728,d.bGs&psig=AFQjCNExoiCBUaEfq5cM4Kppa39aNHAR-A&ust=1467125032345745
http://www.crwflags.com/fotw/images/a/at_govt.gif
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjx4p2zucjNAhXrFJoKHYfmBTIQjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Nederland&psig=AFQjCNGiO7bcMcZE4oZIyeumbfS3oJIvbA&ust=1467125195826555
http://www.google.nl/url?sa=i&rct=j&q=&source=imgres&cd=&cad=rja&uact=8&ved=0ahUKEwiL_Lf8ucjNAhWEHpoKHSdIAA8QjRwIBw&url=https://nl.wikipedia.org/wiki/Vlag_van_Frankrijk&psig=AFQjCNFAGM7EAHMVNgdBo9mdhqUGdLR0jg&ust=1467125350856430
https://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjisbiVusjNAhWjE5oKHZ93Dh0QjRwIBw&url=https://en.wikipedia.org/wiki/Flag_of_Germany&psig=AFQjCNGBA7yJF6xVzNO-mJ8EwBOyV9k7xw&ust=1467125402187452
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Early Dialogues / Scientific Advice
(or EMA // HTA “parallel consultation”)

(Request to EMA & EunetHTA)
SINGLE GATEWAY

Request to EUnetHTA only

Multi-HTA bodies Early Dialogue

Coordinated by 
EUnetHTA

ED Secretariat

PARALLEL CONSULTATION

Parallel Consultation: 
INDIVIDUAL (PCI)

EMA +  (up to 3) Voluntary 
HTA bodies from EUnetHTA

Parallel Consultation: 
CONSOLIDATED (PCC)

Coordinated by 
EMA + ED 

Secretariat
Coordinated by EMA

EMA + EDWP
(+ 3 HTA bodies 

from EUnetHTA)

EDWP
(+ 3 voluntary HTA Bodies)

EUnetHTA
Early Dialogues
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EUnetHTA Joint HTA Assessments TIMELINE

P&R
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EUnetHTA
report (REA)

SA

MA

ED/ SA
HTA

Pricing 
Negotiations

Reimbursement

CAB

If a CAB envisages to contribute to SA  (e.g. with a written report), the same could apply 

to HTA Early Dialogues

Patients can raise their own “List of Issues” for the ED/SA discussions

In pricing negotiations, no reason why a CAB could NOT be consulted by health 

authorities or share its views publicly
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TAKEAWAYS

NO issue is by default out of a CAB’s scope (all along the technology life-cycle)

All the matters is to reflect to the questions which need to be answered: e.g.

 What is not yet met/improved by existing treatments? / what a new one should bring?

 What’s new in the treatment compared to the existing ones?

 Which tools do we have to measure a faire price?

Under the current rules, the CAB’s role in giving advice to HTAs still need to be tested

a CAB remains a top-level engagement experience, at the service of the patient 

community as whole and to the public


