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Endpoint guidance for the European HTA (1)

- The HTA Regulation
22.12.2021 [ EN ] Official Journal of the European Union L 458/1 (Regl'”ation (EU) 202 1 /2282)

[

REGULATION (EU) 2021/2282 OF THE EUROPEAN P> JF THE COUNCIL
of 15 December 2021

on health technology assessment and amending Directive 2011/24/EU

(Text with EEA relevance)
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Endpoint guidance for the European HTA (2)

22.12.2021 EN | Official Journal of the European Union L 4581

l The HTA Regulation
— (Regulation (EU) 2021/2282)

Search

REGULATION MethodOl.Ogy

Methodological

Guidelines from Joint

.
The primary objective of EUnetHTA Methdological guidelines is to focus on methdological challenges that are encountered by HTA assessors while performing relative ACt I O n S
effectiveness assessments of pharmaceuticals or non-pharmaceutical health technologies

Methodology Guidelines

The guidelines represent a consolidated view of non-binding recommendations of EUnetHTA network members and in no case are an official opinion of the participating
institutions or individuals

Guidelines in italics = under revision

Comparatars & Comparisons: Criteria for the choice of the most appropriate comparator(s) 20 2015 PDF Version
Comparators & Comparisons: Direct and indirect comparisons 2.0 2015 PDF Version
Endpoints used for Relative Effectiveness Assessment Health: related quality of life and utility measures 2.0 2015 PDF Version
Endpoints used for Relative Effectiveness Assessment: Clinical Endpoints 2.0 2015 PDF Version
Endpoints used for Relative Effectiveness Assessment: Composite endpoints 2.0 2015 PDF Version
Endpoints used in Relative Effectiveness Assessment: Safety 2.0 2015 PDF Version
Endpoints used in Relative Effectiveness Assessment: Surrogate Endpoints 2.0 2015 PDF Version
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Endpoint guidance for the European HTA (3)

Mthdlgy

oon -

uuuuuuuuuu

Methodolod

AEMPS

INFARMED

EUnetHTA 21 Consortium

AIFA

IQWIG

NOMA

AIHTA

NCPE

TLV

NIPN

- The HTA Regulation
(Regulation (EU) 2021/2282)

* Methodological
Guidelines from Joint
Actions

* Methodological
Guidelines from
EUnetHTA 21
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* The HTA Regulation
(Regulation (EU) 2021/2282)

EUnetHTA 21 Consortium

=1 1= | - Methodological

Guidelines from Joint
Actions

» Methodological
Guidelines from

EUnetHTA 21
D4.4 - OUTCOMES (ENDPOINTS)
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Requirements from the HTA Regulation

The Joint Clinical Assessment (JCA) should address relative effectiveness and
relative safety

The JCA shall not contain any value judgement or conclusion on the overall
clinical added value of the technology under assessment

The assessment scope shall be inclusive and reflect Member States’ needs in
terms of the P(opulation) I(ntervention) C(comparator) O(utcomes)

The JCA report should be factual and should not contain any value judgement,
ranking of health outcomes ...

Member States shall give due consideration to the JCA report ..., this shall not
affect MSs competence to draw their conclusions on the overall clinical added
value in the context of their specific healthcare system

B. Wieseler (IQWiG)
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Methodological guidance from Joint Actions

Endpoints used for Relative Effectiveness Assessment Health: related quality of life and utility measures
Endpoints used for Relative Effectiveness Assessment: Clinical Endpoints

Endpoints used for Relative Effectiveness Assessment: Composite endpoints

Endpoints used in Relative Effectiveness Assessment: Safety

Endpoints used in Relative Effectiveness Assessment: Surrogate Endpoints

https://www.eunethta.eu/methodology-guidelines/
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PDF Version
PDF Version
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PDF Version

PDF Version
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Methodological guidance from Joint Actions

Clinical endpoints
(How a patient feels,
functions or survives)

h 4 A 4 A 4
Mortality Morbidity Health-related
Quality of Life

Figure 1. Endpoint domains.

EUnetHTA: Endpoints for relative effectiveness assessment: clinical endpoints (2015)
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EUnetHTA 21 Endpoint Practical Guideline
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Aims to support endpoint definition by Member States
within the scoping process

Aims to support endpoint reporting in the Joint Clinical
Assessment
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EUnetHTA 21 Endpoint Practical Guideline

Definitions of types of outcomes
patient-reported outcomes vs. clinician-reported outcomes vs. performance outcomes

Aspects of clinical relevance of outcomes
concept of patient-centered outcomes
concept of core outcomes sets
need for validation of surrogate outcomes

Endpoints to assess relative safety
description of relevant safety outcomes (overall rates and specific AES)

Specific requirements concerning outcomes measured via scales
validity and reliability
interpretability
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