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Session Overview

Introduction — An Overview of EU HTA & Communication
Lara Wolfson, MSD, HTA ESIG Co-Chair

Help your non-statistician audience make sense of risk
Maricarmen Climént, Sense about Science

Communicating statistical concepts to an HTA Audience
Professor Nick Latimer, University of Sheffield, Petauri Evidence

Using statistical communication to build trustworthy HTA (Discussion)
Anders Gorst-Rasmussen, NovoNordisk, Former HTA ESIG Co-Chair

“We are a community dedicated to leading and promoting the use of statistics within the healthcare industry for the benefit of patients.” .
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The authors alone are responsible for the views expressed in this publication, and those
views do not necessarily represent the decisions, policies or views of their respective
institutions or companies.

Presented at PS| 2025 Conference, June 08-11



Fi

An Overview of EU HTA &
Communication




The EU HTA Regulation
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European Commission > Public Health > Health > on HTA

Regulation on Health Technology Assessment

PAGE CONTENTS The Regulation (EU) 2021/2282 on health technology assessment (HTAR) contributes to
improving the availability for EU patients of innovative technologies in the area of health, such as

Implementation of the medicines and certain medical devices. It ensures an efficient use of resources and strengthens the

Regulation quality of HTA across the Union

Legislative proposal It provides a transparent and inclusive framework by establishing a Coordination Group of HTA

national or regional authorities, a stakeholder network and by laying down rules on the involvement
in foint clinical assessments and oint scientific consultations of patients. clinical experts and other

Accessible here

Impact assessment

EU, European Union; HTA, Health Technology Assessment; HTAR, Health Technology Assessment Regulation; MS, Member State.

The mandatory requirement of
centralised clinical
assessment for patient access
of new health technologies to
MS of the EU

Joint Clinical

Assessment
(JCA)



https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en#:~:text=The%20Regulation%20(EU)%202021%2F,medicines%20and%20certain%20medical%20devices.

HTA Assessments will be used in multiple
ways by multiple Players
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https://health.ec.europa.eu/document/download/40feaa77-58a6-4a4b-9a77-2fc032e284b3_en?filename=hta_20250516 co01_en.pdf



EU HTA: The Mandatory Requirement to
Submit a JCA

What’s a JCA?

Definition

- Compilation of comparative clinical evidence with an analysis of the degree of certainty of the available data
- In accordance with an assessment scope (PICOs)
- Based on the scientific aspects of the clinical domains of HTA

Relevant medicinal products and medical devices

2025: New oncology medicines and ATMPs + new indications for which a —,  From 2026: Class IIb and Ill medical devices + Class D in vitro
E JCA report has been published diagnostic medical devices for which the EMA expert panels have
o> 2028: New orphan medicinal product provided a scientific opinion (subject to selection by implementing

2030: All new medicines authorized through a centralized procedure decision)

Timeline — Medicinal Products

Submission of

i issi Finalisation of JCA Endorsement of
. relt_wam Scoping phase D LS S Assessment phase report by the JCA JCA report by
information to HTA by the HTD 3G e e
secretariat group
| | |
At the time of the MA 100/60 days after the request and at the At the latest on the date of the ~ No later than 30 days after the
submission to EMA latest 45 days before CHMP opinion granting of MA granting of a MA

Subgroup for
Joint Clinical Assessments

https://health.ec.europa.eu/document/download/40feaa77-58a6-4a4b-9a77-2fc032e284b3_en?filename=hta_20250516 co01_en.pdf



The Assessment Scope for JCA->
PICOs

The assessment scope should All endpoints for all P/C combinations
include all relevant parameters

in terms of the PICO framework: Fixed templates
» Patient population Delta Dossiers at the national level
* Intervention

« Comparator(s)
* Outcomes

PICO selection is policy-driven, not evidence-
driven.

MS should determine their PICO needs and a
consolidation of requirements should happen

» Timepoint: ~100 days after regulatory submissio

EU, European Union; JCA, Joint Clinical Assessment; MS, Member State; PICO, Population, Intervention, Comparator(s), Outcomes.
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Communicating statistical concepts to
P ] an HTA Audience

Nick Latimer
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Want to get more involved in this discussion and help impact
the future of EU HTA? Become a member of the HTA ESIG
today — scan the QR code or email htasig@psiweb.org

G Visit Us

“We are a community dedicated to leading and promoting the use of statistics within the healthcare industry for the benefit of patients.”
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