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➢The next 20 years of KCE

Symposium ‘20 years KCE’
The EU pharma revision & HTA: 

A revolution or much of the same?

➢The legacy of the covid19 pandemic 

➢The financialization of pharma

➢Evidence gaps & the system’s sustainability 

➢The EU pharma package 



Wise use of 
taxpayers’ 

money

Sound priority 
setting

Accountability

ESIP’s Mission:
• Health systems=pillar of the 

welfare state
• Solidarity at the core 



Before covid19 



The legacy 
of the pandemic





The legacy of the pandemic 

‘Who needs HTA, when 
everything can be arranged 

at procurement?’



EU in times of permacrisis

Cut 
dependencies

Supply 
resilience

Strategic 
autonomy



Financialization of pharma

Where is public 
investment in 
pharmaceutical R&D 
most needed to address 
unmet societal needs? 

What constitutes 
socially acceptable 
pharmaceutical prices? 



Neglected societal needs

Profit-centred
research ecosystem



Meanwhile….



• Accelerated 
approvals

• Rolling reviews
• Unsatisfactory 

PLEG

Information 
asymmetry

= 
Power imbalance

Evidence gaps

Weak evidence – High prices: 
Explosive mix



Sustainable?

Profit-driven 
ecosystem

Welfare State 
sustainability

Price hikes

Budget cuts



High meds prices fuel cost-containment



Big Pharma is worried

& it                 
threatens the EU



Payers or buyers?

Asymmetry of information

Willingness to pay 
for real innovation

Most possible health for 
taxpayers’ money 



Rebalancing the ecosystem & 
EU Health Policies

The EU Pharma Package:
a revolution for HTA or 

much of the same?



What works well for better 
evidence generation?

Article 162 
Proposal for a Regulation

Article 81 
Proposal for a Directive

The EU Pharma Package



Rebalancing the ecosystem:             
The EU Pharma Package

Formalisation of new 
accelerated & adapted approval 
pathways
→ rolling reviews 
→ sandboxes 

Incentives for randomised
controlled trials 

Acceptance of unvalidated 
surrogate endpoints

Missing strong requirements 
for post-authorization studies & 
penalties for non-compliance

What are the worrisome 
trends?



Strengthen evidence 
requirements early on

Finetune regulatory 
incentives

Better define unmet                  
medical & societal needs

Prevent evergreening & 
further orphanisation of reg. 
environment

Promote competition within 
pharma  

ESIP & MEDEV 
Recommendations 

https://esip.eu/new/details/2/134-ESIP%20?MEDEV_position_on_the_EU_pharma_revision=


• EU’s ‘strategic 
autonomy’ agenda 
beyond supply 
dependencies

• Prioritise research into 
areas of real unmet 
needs

• Emphasis on 
affordability

Looking ahead: EU 2024-2029

Beyond the EU Pharma 
Package



A new paradigm for thriving welfare states:
Solidarity & Sustainability check



On to the next 20 years of KCE

1) Build up public administration capacity

2) Fight silos & policy fragmentation

3) Empower HTAs: Pool capacity, resources & 
expertise

4) Strengthen public health arguments > 
Rationalise pharmaceutical expenditure



9) Accessibility, availability, affordability > solidarity, 
sustainability & a new social contract=pillars of Europe’s 
strategic autonomy

On to the next 20 years of KCE

5) Build bridges with Regulators > strengthen data 
requirements early on, demand more from companies

6) Drive the debate on RWD while defending RCTs

7) Use the HTAr to the max > Seek more & better data

8) Safeguard patients’ access to evidence-based healthcare, a 
value & priority at the heart of KCE’s work



Thank you for your attention!
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