15 June 13:30

Title: Workshop - Navigating EU HTA: From pivotal trial to evidence networks based on first
experiences

Lena Stein', Stefanie Wistner!, Anton Schénstein?, Amelie ElsaRer?

TAMS Advanced Medical Services GmbH, Mannheim, Germany. 2Boehringer Ingelheim, Ingelheim am
Rhein, Germany

Abstract

The European Joint Clinical Assessment (JCA) has become a central milestone in the life cycle of
medicinal products. For statisticians and evidence teams, it represents a new link between regulatory
and health technology assessment (HTA) requirements. Clinical study data, statistical analysis plans
(SAPs), and complementary evidence now need to serve both EMA and EU HTA purposes within
aligned timelines and consistent methodological frameworks.

Preparations for the first JCA procedures have revealed key challenges: unanticipated PICO
(Population, Intervention, Comparator, Outcome) definitions, evolving assessment scopes, differences
in endpoint interpretation, and the integration of non-randomised evidence. This workshop builds on
these early experiences to explore what statisticians and evidence scientists can do today to prepare
for upcoming assessments and adapt their workflows for efficient dossier generation and reuse.

This interactive workshop will guide participants through the full JCA journey starting from pivotal trial
planning and Joint Scientific Consultation (JSC), through evidence generation and synthesis, to
dossier compilation and national reuse.

To make the experience tangible, two realistic case scenarios (a pivotal actively controlled randomised
controlled trial [RCT] and a single-arm trial) will be used as thought experiments. Participants will be
invited to explore analytical and strategic decisions within each scenario and reflect on how to
anticipate and mitigate common challenges in the JCA process.

Key Discussion Themes

e Early alignment: translating JSC into feasible evidence plans.

e PICO prediction vs reality: dealing with unexpected comparators and outcomes.

e Multiplicity & estimands: transparent handling of analytical hierarchies, multiple data cuts,
and intercurrent events such as treatment discontinuation or cross over.

e Outcome alignment: bridging regulatory endpoints and HTA-relevant outcomes.

e Certainty assessment: combining internal validity, external validity and statistical precision.

e Strategic integration: designing data workflows and visualisations that ensure traceability and
reproducibility across EMA, JCA and national submissions.

Learning Outcomes
By the end of the session, participants will be able to:

Describe the structure and timelines of the JCA process.

Identify where and how statisticians contribute to evidence generation for HTA.

Understand practical approaches for direct and indirect comparisons within the JCA framework.
Manage PICO scope changes and communicate their analytical impact.

Plan complementary analyses and reporting strategies consistent with regulatory and HTA
submissions



