PSI/EFSPI HTA SIG

E - EUROPEAN FEDERATION OF STATISTICIANS IN THE PHARMACEUTICAL INDUSTRY
0 Representing Statistical Associations in Europe

L

L

Working together to shape the future of evidence for HTA and
Reimbursement

A cross-industry community helping statisticians generate, evaluate and communicate robust

evidence for HTA.
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WHY HTA MATTERS MORE WHAT THE SIG ENABLES

THAN EVER

= The JCA needs to fulfill the HTA  Connect statisticians working in HTA
needs of all 27 EU member Share and co-develop HTA statistical best
states with tight timelines in practices.
paralllel to the regulatory Foster dialogue and common
timelines understanding of the role of the

= Differences in requirements for statistician for HTA across industry,
national HTA decisions can academia, regulators, payers and HTA
create challenges for evidence stakeholders.

generation and alignment Influence methods & policy

= Collaboration and open scientific  Bring collective HTA statistical expertise into
exchange are key to delivering methodological and policy discussions.
consistent, transparent and
trusted decisions for patient
access

Educate & raise awareness
Build capability around the importance and
applications of HTA statistics.

WHAT WE WORK ON - SUBTEAMS

Treatment Switching:
Practical guidance for adjusting Time-to-event outcomes for treatment switch and
developed accompanying open-source code repository.

German Subgroup:
Monitor, discuss and interpret the methodological & regulatory developments

adopted in the German HTA landscape, with a focus on the IQWIG & G-BA benefit
assessment.

Al Subteam:

Share overview of guidelines on Al use and tools to be used in HTA -focus on
augmenting HTA workflows while preserving statistical judgement, validation and
accountabillity

WH
JCA Subteam: Y JOIN AS ACTIVE MEMBER

Cross-industry forum on multiple
PICQOs, evidence synthesis, ITCs, pre-specification requirements, multiplicity,
subgroup analyses, evidence certainty, statistical reporting, and dossier

= Help set priorities for future SIG
work

= Contribute to practical guidance and

PRO Subteam: case examples

Advances PRO methodology and methodological thinking in HTA, through cross-
industry collaboration, to strengthen the impact of PROs in healthcare decision-

| = Exchange lessons learned across
making.

companies

Training Subteam:
Develops and delivers webinars, educational resources, and practical guidance to
advance the understanding and application of statistics in HTA

* Increase the visibility of HTA
statistics

CEM Subteam:

Discuss utilization of statistical methods in HTA & provide practical
recommendations and guidance to address the associated challenges from a
statistician's perspective.

Presented at the 11t EFSPI Regulatory Statistics Workshop; Basel, Switzerland; 19 August 2026
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