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AitrAa pag €Xoupe Hia opada 82 eSwTEPIKWY
agloAoynTwy

OAPMAKONOIOZ 25
OAPMAKOAOTOZ 13
NMAGOAOIOI IS 6
BIOAOIO: . 3
MAIAIATPO: . 3
ENAOKPINOAOIOZ mmmmmm 3
NOIOK. DAPMAKOMNOIO: mmmm 2
AIMATOAOTO: M 2
OQAPMAKOEMNIAHMIOAOIO: mmm 2
ODOAAMIATPOI mmmm 2
KAPAIOAOTOZ mmmm 2
FENIKOZ IATPOI mmmm 2
NMNEYMONOAOIOX mmmm 2
IATPOAIKAITHI M 2
EPEYNHTHZ mm 1
MAGOAOTOzZ ONKOAOTOZ mmm 1
WYXIATPOZ mm 1
XHMIKOX mm 1
IZTONAGOAOIO: mm 1
OAPMAKOOIKONOMOAOIO: mm 1
PEYMATOAOIO: mmm 1
NEYPOAOIOz mm 1
AOCIMQZIONOTOLI mmm 1
XEIPOYPTOI mmm 1
TOZIKOAOTOX mmm 1
FTAITPENTEPOAOIOZ mm 1
AKTINOAOTOI mmm 1
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Regulation (EU) 2021/2282 (HTAR)
on Health Technology Assessment

= Formally adopted on 13 December 2021
= Published on the Official Journal on 22 December 2021

= With date of application set in January 2025

Next steps
= Coordination Group (MS representatives set up in Q12022

= First meeting of the Coordination Group expected in June 2022
= Conference to inform stakeholders about the legal framework in June 2022

= Call for expression of interest to join the Stakeholder rk in Q4 2022

= Publication of the members of the Stakeholder Network in El 2023
= First meeting of the Coordination Group with Stakehc

rum in Q2/3 :
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EAAHNIKH AHMOKPATIA ABrva, 04-04-2022
YNOYPTEIO YTEIAZ

FENIKH AIEYOYNZH AIOIKHTIKQN YIMHPEZIQN Ap. Npwrt.: A2B/owk. QQO %q—
KAI TEXNIKHZ YNNOZTHPIZHZ

AIEYOYNZH AIEONQN IXEIEQN

TMHMA B’ - EYPQMAIKHZ ENQIHE
MAnp.: X. ApakomouAou
A/von: Aplototéloug 17
104 33, ABrva
TnA.: 213216 1609
Email: intrel@moh.gov.gr

ANO®AZH

Oépa: OplLOoPOC EKMPOCWNWY OTI OUVOECELS yla PAPUAKA KOl LATPOTEXVOAOYIKA Tpoidvia Tng
Juvtoviotikig Opadag (Kavoviopdg 2021/2282 nepi A§lohoynong Texvoloywwv Yyeiag tng
Evpwnaikng Emttponng).




HTA Regulation - Timeline of
implementation

Adoption
December 202
- Date of Full Joint Clinical
Entry into force Application Assessment scope
January 2022 3 years January 2025 5 years January 2030
® @ @
+ Setting up the Coordination \ }
Group/CG (EC) \
+ Setting up Stakeholders’ Network Joint Scientific Consultations (JSC)
(EC) +
+ Drafting implementing and Stepwise build-up of
delegated acts (EC) Joint Clinical Assessments (JCA) scope for
medicines:
* Drafting guidance documents (CG) - From Jan. 2025: cancer drugs, ATMPs
‘ ‘ (from date of application)

',;;3 . - From Jan. 2028: orphan drugs

(3 years after date of application)

eunethta contract From Jan. 2030: full scope
e EUnetHTA21 (5 years after date of application)




European HTA agencies launch the Heads of Agencies Group (HAG)

i October 7, 2021

On 29 September 2021, the heads of 19 European HTA agencies came together and inaugurated a new HTA-focused collaborative network for high-level
strategic exchange and discussion. In the coming period, the Heads of Agencies Group will focus on:

e Supporting the development of the basis for joint work on all HTA activities at the EU level within the model of EU cooperation anticipated by the
Regulation on HTA.

e Supporting the preparation of national systems and capacities for the adoption of the HTA Regulation.
e Supporting the joint work performed at the technical and scientific levels by HTA bodies across Europe.

e Advising policymakers and relevant EU and national institutions on matters regarding HTA, particularly cooperation in HTA.



EUnetHTA21 and Regulation (EU) 2021/2282 (HTAR)

EUnetHTA21: https://www.eunethta.eu/eunethta-21/

= Service contract awarded on 17 September 2021

= Consortium led by ZIN and including a representation of EUlLetHTA partners

= Contract will run until 16 September 2023

= Goal: deliver methodological & proceduTal guidelines to support the HTAR implem%ntation




Euxopiotw

Eiitport) A&LloAoynong kat Arto{nuiwong Pappdkwyv AvBpwrtivng Xeron

HEALTHW@RLD

.z‘bﬁ

|
H7E

EAAHNIKH AHMOKPATIA
YNOYPIEIO YTEIAZ




