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HTA Regulation -Key principles
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Joint work on coaa?mon scientific, clinical aspects of HTA
Joint work drl\@en by Member State HTA bodies o
Ensure hlgh quallty, timeliness and transparency S

Ensur@a@“use of joint work in national HTA processes
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Mwﬁber States remain responsible for: <<‘@’Q
& Drawing conclusions on added value for thelr health system
- Taking decisions on pricing & relmburse‘?nent

Addresses stakeholders’ engagement m@mt work

Progressive implementation &

ommission
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HTA Regulation — J6int HTA activities
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 Joint Clinical Assess?nentleCA on:
 medicines (flrst‘{? years: oncology medicines and ATMP; &
following 2 yeg4§ + orphan drugs; after 5 years: full scope) &

- a select@h of high-risk implantable medical devices classified as clas§Qﬁb or lll
pursuaﬁ\t to Article 51 of Regulation (EU) 2017/745 for which the relevant\gxpert panels
hage’ prowded a scientific opinion in the framework of the clinical evaluaﬂon consultation
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.{@ﬁnt Scientific Consultations/JSC &
s « HTAonly &
* in parallel with regulators '§~‘°@
* Emerging Health Technologies/Horizon scannlng o ©
+ Methodology for joint HTA work /\@o(‘o
O
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HTA Regulation  #
Implementation r@ﬂmg plan (living document

Implementation of the Regulatfon on health technology assessment
a>°°

< ]
The &g%ﬁ(ﬂ) 2021/2282 on health technology assessment = ---| (HTAR) entered into force
on 11 gghuary 2022 and will apply from 12 January 2025. ) '*\@
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Implementation rolling plan Q 6(\
Igﬂﬂﬁe preparatory phase for the implementation of the HTAR (January 2022 — January 2025), this Q*

Latest updates @%vebpage aims at informing national authorities, health technology developers and stakeholders X
&\Q about the development of implementing legislation in accordance with the powers conferred to the ) Q
?5 Commission by the co-legislators. It will also inform about other activities related to the future X
@(0’ application of the new legal provisions. This information will be part of the implementing rolling plan (\0\6
((0 published on this page. After their setting up, this page will also include information about the N
Coordination Group and, at a later stage, about the Stakeholder Network. &
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@e In the implementation phase of the HTAR (beyond January 2025, when joint HTA work will start), this Ob\)

webpage will include all the information required by Article 30.3 of the HTAR. 0QK

NEW Implementation rolling plan <

The rolling plan below contains a list of key activities that the European Commission has ied out
or intends to carry out in preparation for the implementation of Regulation (EU) 2021/2%&9 The plan
is subject to regular review in order to provide national authorities, health technolo(giévelopers and

stakeholders with the most updated information. O
QO

« Rolling plan- &00

https://ec.europa.eu/health/svstem/fiIes/2022—03/@t§’ htar_rolling-plan_en.pdf
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https://ec.europa.eu/health/system/files/2022-03/hta_htar_rolling-plan_en.pdf

0<\
<
Adoption &
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December 2021 &i‘\oo
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N Q®¢° Date of Joint Clinical Assessment
Entry into force s Application Full Sggee
@
of J 2025
January 2022 Pr@p‘baratory e anuary _ Janua?”y 2030
‘ \\‘Q ‘ {\
. Settlgg up of the EC Secretariat \ AO\QJO /
-
. %gt(flng up the Coordination Y 0‘\°
&Broup/CG (EC) Joint Scientific Consulta,t"rons (JSC)
,\v:@ Setting up Stakeholders’ Network + Q@Q
©
,L&q’ (EC) Stepwise lyzﬂld up of
* Drafting implementing and Joint Clinical Assess?nents (JCA) scope for
delegated acts (EC) m&dlcmes
- Drafting guidance documents (CG) - From Jan <<Q?025 cancer drugs, ATMPs

‘ ‘ QO‘(from date of application)

- @z&m Jan. 2028: orphan drugs

4 )( Service Q¥ (3 years after date of application)
25 &‘(\0

contract 0@
eunethta | | EynetHTA21 Y
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HTA Regulation &

Implementation ofjom{" HTA work on medical devices
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+ methodological and
procedural guidelines to be
adopted by CG @

Implementing acts &

Q‘

Selection JCA medlﬁal devices — Art. 7.4

« \%

After the date of appl@atlon of this Regulation, the Commission, after seeking recommeﬂq’datlon of the
Coordination Group §hal| select, by way of implementing act and at least every two g\é’ars the medical
devices and in- \@[’ro diagnostic medical devices for joint clinical assessment baseﬁ on one or more of
the following cﬂerla unmet medical needs; first in class; potential impact on patlgﬁ’fs public health or
healthcare ,gglstems incorporating software using artificial intelligence, machmgﬂ’earmng technologies or
algonthrqs significant cross-border dimension; major Union-wide added value

é Input
JCA medical devices - Art. 15.1¢, 26.1a, b and c, 25@1 aandb o

(procedures, format and templates for the submission dossier, th@ﬁ)rmat and templates for the JCA

reports and summary JCA reports, rules for cooperation with re@ulators e.g. expert panels, general

procedural rules on the selection and consultation of stakem‘fder organisations and patients, clinical

experts in JCA - in an independent and transparent manrvm/Y free from conflicts of interest) =
‘lz
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HTA Regulation
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MS Coordlnatlon Group on HTA (Article 3)

Configurations: 00\0 * More than 1 member organisation/MS/configuration possible
 Medicinal products (1 representative +1 alternate/member organisation)
» Medical devices (|51£‘fud|ng IVDs) | | « Decision by consensus; if voting is necessary 1 vote/ MS
GQP + Observers from EEA countries ﬁ@)
& .9
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Elected e NN Hfe————f—
chair and
co-chair "%
(from o=

different MSS

First meeting EC Secretariat

21 June 2022 | R " R TR T N
—ir— &

Ni
[ Stakeholder Network &«»‘@ ] |
(l,

European
Commission




HTA Regulation
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MS Coordination @roup on HTA

Q\Q&Q :
o‘\\? Articles 3-6

- COORDINATION GROUP ON HTA (CG)
IQ-'Q(‘\&
& CG Sub-groups
Joint ,@‘0 Joint Identification of Methodology
clinical <\<§ scientific emerging health
assessments @V“ consultations technologies U
(JCA) (( & (JSC) U Guidance
U Input for annual work documents
JCA r&@orts JSC reports programme
q,.v
@
N .
& Articles
=
; 28,30
EC SECRETARIAT Qo@@ S
Administrative support Technical support 5\0\\ IT sypport
(e.g. meetings, planning) (e.g. technical support to autho&g (submission system,
procedural check) < databases, intranet)
European
QQ}’ Commission

MP = medicinal products, MD = medical devices, HCP = healthcare professmn:;rs HTD = health technology developers



HTA Regulation  #
MS Coordination, Group on HTA (Article 3.7)

Q\

The Coordination Groug&%hall
* adopt its annual wﬁrk programme and annual report pursuant to Article 6, &
 provide strate(g“fc direction for the work of its subgroups; .@Q*

« adopt met\h‘odologlcal guidance on joint work following international gt%mdards of evidence-
based mgdlcme §°

. adgp‘t@detalled procedural steps and the timeframe for the C(g@ﬁuct of JCA and updates;
Input

fpc?rlrjm . adopt detailed procedural steps and the timeframe for thbe%onduct of JSC
EunetHTA21

| (k adopt guidance on the appointment of assessors anda@co-assessors for JCA, JSC;

‘0

coordinate and approve the work of its subgrou(ps

ensure cooperation with relevant Union Ievekbodles (e.g. EMA, MDCG)

ensure appropriate involvement of stakenéqlder organisations and experts in its work;

establish subgroups %Qr»‘v©
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Save the date: 22 June’ 2022, Brussels
One-day conferenca on the new Regulation on HTA)

Q\v
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* The main objective: to 0@‘fesent the Commission’s plans for the implementation of
the new legal framew‘&rk and to stimulate a discussion with Member S¢ates
authorities, HTA b@dles Industry representatives, health professmnaql‘s and
patients on the@pportunltles and challenges of the next three yeafs preparing for
the mplemgpﬂatlon of the Regulation on HTA. §o\"’

(\

* The coniérence will include a plenary session hosted by Emopean
Comgaﬁssmner for Health and Food Safety Stella Kyrlakld‘és with participation of
MEP Tiemo Wolken, and representatives of the Portq@“uese and French

Presidencies. ?\\&

* In the afternoon, the conference will adopt a p@ﬁlClpatory approach with parallel
thematic breakout sessions organized by p@ﬁ@ents and healthcare professionals’

organisations and HTA bodies respectlvg@ls?
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