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Same script, different cast

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
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Waiting for the final (Implementing) Act
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Practical questions

What will the JCA process be?
What will the report cover vs. not cover?
How will stakeholders be involved?

How might countries adapt their national HTA/P&R processes
in the short/medium term?

What systems will be established to monitor the
implementation of JCA recommendations at country level?

What type of evidence does the JCA require and favour?
What is the process for PICO selection?



Stage directions are generally clear

Topline JCA timelines

Dossier submission
100 days

Endorsement

30 days

v' JCA timelines

v JCA dossier & report content

v" Governance & stakeholder interactions

Sources: Commission Implementing Act on the JCA; Implementation rolling plan
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Uncertainties

?

Interactions with EMA

? Conflict of interest management

?

Impact of patients and clinical experts




How actors might play remains to be seen

Hypothesised extent of change in national processes vs status quo within ~3 years Ex-EU hypotheses
Uncertain or no change Extensive change - o No impact

‘-q l- I ‘1 Other ..-----------------------} Limited impact

Uncertain impact

? Implementation by all countries & resourcing
? Justification of deviations

? Impact of limited use of JCA reports
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The thorny drama: PICOs and evidence requirements

Need for PICO consolidation JCA evidence hierarchy
1L NSCLC 3L MM
PICOs PICOs
analyses requested analyses requested

? Integration of additional evidence
? Approach to PICO consolidation

? Adaptations to orphan specificities
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How the plot might twist
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Increased restrictions
or negative decisions

Slower patient access

Proliferation of PICOs and data
requests, increasing complexity

Increased uncertainty

Increased anchoring to low-cost,
potentially off-label comparators

BREADTH
of access

of access

EFFICIENCY

of processes

PREDICTABILITY
of outcomes

Improved across the board;
reduced disparities

Faster patient access

Streamlined processes, reduced
duplication and workload

Clear access processes
and likely outcomes

Sustainable innovation prices

Critical factors in launch and innovation decisions



Could JCA be the hero?

BREADTH
of access

of access

EFFICIENCY

of processes

PREDICTABILITY
of outcomes
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Annual European revenues, in € million
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Mario Draghi thinks so

poLon

Summary of pharma proposals

Expedite access through coordinated action by medicines agencies, HTA
authorities and payers on guidance to industry, P&R as well as
procurement

Rapidly and fully implement the HTA regulation and ensure the required
resources are allocated to ensure the delivery of JCA as of 2025, with the
aim of establishing an EU agency in the long term

Time horizon
Short Medium Long

term term term

v v



But the risk is real

Increased restrictions
or negative decisions

Slower patient access

Increased anchoring to low-cost,
potentially off-label comparators
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BREADTH
of access

of access

Risk for JCA to be an expansion of
German requirements — without the
matching willingness-to-pay

EFFICIENCY

of processes

PREDICTABILITY
of outcomes
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How to avoid a tragedy

@ 0 ® 0O 6@
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Some pending questions

County-level changes

P1CO consolidation methodology
Rules for patient and KOL involvement
Adaptations to orphan specificities

Evolution of JCA over time
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@ 0 ® 0O 6@

Recommendations for manufacturers
Anticipate PICO requests

Rethink pre-launch timelines & processes

Build capacity in stat & HEOR teams

Consider JCA evidence requirements

Engage with stakeholders where possible
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