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Disclaimer

Employee of F. Hoffmann-La Roche Ltd.

The views expressed are those of the author and do not necessarily reflect the views of the employer. Any 
mistakes are the responsibility of the author.
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While EU HTA presents an opportunity for faster and broader 
patient access and increased predictability we also see challenges 
in its implementation

Duplication of work, different 
evidence requirements and 

methods, different conclusions 

27+ HTAs and separate 
advice procedures

1 single EU-wide HTA 
clinical assessment & sci. 

advice platform

FROM

TO(DAY)

Enhance innovation

Accelerate patient access

Reduce inequity across 
Europe

Simplify processes - 
avoid duplication

Restrictive methodologies & 
limited stakeholder involvement 

MS system readiness - avoid 
access delays

Limited capacity for JSCs 

High number of PICOs 

Common tools and methods, 
shared data and expertise; 

one high-quality clinical HTA

Opportunities / EU HTAR objectives Implementation Challenges
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• Setting up the Coordination Group (EC)
• Setting up Stakeholder Network (EC)
• Drafting implementing and delegated acts (EC)
• Drafting guidance documents 

(Coordination Group / EUnetHTA21)

Leverage opportunities to go for JSC for molecules which are up for JCA as of 2025
Internal 
Planning

External milestones determine(d) internal priorities 

2022: Shape 2023: Build 2024: Prepare 2025+: Succeed

Shape emerging EU HTA 
environment for JSC and JCA 
with focus on EUnetHTA 21 
public consultations

Build internal organisational 
readiness: operating model, 
resourcing, capability building, 
training

Pressure Test operating model & 
start prepare for JCA molecules 
in scope 

Succeed with first mandatory 
JCAs

Entry 
into force
Jan 2022 3 years 5 years

Date of
Application

Jan 2025

Full Joint Clinical
Assessment scope

Jan 2030

JSC + Staggered Ramp up of JCA scope for medicines:

2025 2026 2027 2028 2029 2030

Oncology incl. orphans & 
ATMPs (NMEs only)

plus orphan drugs 
(NMEs only)

full scope (including line 
extensions) 

External 
Timelines

HTA = Health Technology Assessment; JCA = Joint Clinical Assessment; JSC = Joint Scientific Consultation

Internal Project Phases & Priorities
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What is needed for internal EU HTA readiness
Internal critical success factors 

Create mindset shift: Think differently. EMA and EU HTA authorities & payers as equally important external 
stakeholders.

Start early :  JSC key milestone in the drug development process.

Succeed together: Key partnership with Access / Regulatory and Global / Affiliates.

Anticipate PICOs: Work at risk & Digitalisation to mitigate lack of HTD involvement and tight timelines.

Prepare Trade-offs: Mitigation strategies to reconcile Global Drug Development & EU HTA requirements.

Plan for trainings: Leverage existing capabilities, build new capabilities and capacity and plan for learning 
loops.

Stay involved with Policy: Continuous & aligned external engagement on EU and local level will continue to be key.

Think Global: Be prepared for global halo effects.
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Doing now what patients need next


