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OBLASTI HTA SPOLUPRACE

e \VyssSi ochrana zdravi v e Spolecna klinicka
EU hodnoceni
e Rychlejsi vstup inovaci e Spolecné védecké
na EU trhy konzultace
¢ Vice transparentnosti e Mapovani novych
pro pacienty, obcany, technologii
vyrobce, ... e Dobrovolna spoluprace
e Zamezeni duplikace
prace J \ J

* Pouze klinické aspekty bez jejich posouzeni (ve smyslu ,,appraisal”) a bez ekonomiky
 Od roku 2025 ,,ostr\'/ provoz“ (prvni spolec¢na HTA budou nové onkologické pripravky a ATMPs)
* Od roku 2030 jednotné HTA pro vsechny LP registrované centralizovanou procedurou
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KOORDINACNIi SKUPINA CLENSKYCH STATU (HTACG)

PODSKUPINY (-SGs) _l/ \l_
SPOLECNA

O SPOLECNE HORIZON SPOLECNE
. . KONZULTACE SCANNING METODIKY A SIT DOTCENYCH
Joint clinical . . .
Joint scientific Identification of POSTUPY o
assessment . . hodol land SUBJEKTU A
(JCA-SG) consultation emerging health Methodologlcal an
(JSC-SG) technologies procedural guidance STRAN
(HS-SG) (MPG-SG) (stakeholder
. ., Zprava ke spolecné Vystup pro rocni networ k)
Spolecna hodnotici

Zprava konzultaci pracovni program Metodiky a postupy | |
SEKRETARIAT EVROPSKE KOMISE

ADMINISTRATIVNI PODPORA TECHNICKA PODPORA IT PODPORA
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Regulation on Health Technology Assessment

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
medicines and certain medical devices. It ensures an efficient use of resources and strengthens the
quality of HTA across the Union

PAGE CONTENTS

Implementation of the
Regulation

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 joint clinical assessments and joint scientific consultations of patients, clinical experts and other
relevant experts

Legislative proposal
Impact assessment

Stakeholder consultation The HTAR will also reduce duplication of efforts for national HTA authorities and industry, facilitate

I business predictability and ensure the long-term sustainability of EUJ HTA cooperation
Inception impact assessment

This Regulation replaces
Related information
= the current system based on the voluntary network of national authorities (HTA Network), and

Latest update:
atest updates = the EU-funded project-based cooperation (Joint Actions EUnetHTA) with a permanent

Documents framework for joint work
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Implementing acts

LEGAL BASIS

HTAR Articles 15.1(a) and (c); 25.1(b);
26.1

DESCRIPTION

Joint Clinical Assessments for medicinal
products

EXPECTED

TIMELINE
by Q1 2024

‘ STATUS

In
preparation

HTAR Article 25.1(a)

Conflict of interest management

by Q2-Q3 2024

In
preparation

26.1

devices

HTAR Articles 15.1 (a) and (b); 20.1 (c) Cooperation by exchange of information by Q2-Q3 2024 In

and (d) with the European Medicines Agency (EMA) preparation

HTAR Article 20.1 Joint Scientific Consultations for medicinal by Q2-Q3 2024 Planned
products

HTAR Article 20.1 Joint Scientific Consultations for medical by Q4 2024 Planned
devices

HTAR Articles 15.1 (b) and (c); 25.1(b); Joint Clinical Assessments for medical by Q4 2024 Planned
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Definuje zakladni procesni pravidla a vzajemné interakce

* Casové paralelni prabéh JCA s centralizovanou procedurou registrace
e Rozsah hodnoceni (= PICO) pripravi JCA skupina
— ,dokazovani“ benefitl nového LP v ramci PICO je vyhradné na firmé

* Komunikaci, sdileni podklad(l, informaci a dat mezi vSemi subjekty zajistuje
specialni HTA sekretariat EK
e Zapojeni ,pacientd, klinickych expertl a jinych relevantnich expertt“:
Vzdy nepovinné:
* Ad hoc pri tvorbé cehokoliv (dle potreby, na uvaze JCA skupiny)
* Vzdy k pripominkovani (pred sdilenim s firmou, pred publikaci):
* PICO
* findlniho JCA reportu (publikovan v dobé registrace Komisi)
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* Aby se nasly dostatecné personalni a odborné kapacity v Clenskych statech
pro provadeni JCA

* Aby firmy spolupracovaly v predkladani kompletnich a pravdivych dat ve
srozumitelné podobé

* Abychom dokazali publikovat jasné a maximalné strucné JCA reporty, resp.
jejich souhrny

* Aby JCA reporty byly co nejvice prakticky uZite¢né v CR a v co nejvice EU
statech v narodnich HTA procedurach
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