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These slides are currently under review by EUPATI's
Editorial Board. The latest version of these slides will be
made available in September 2024.

Click here to learn more: https://eupati.eu/hta4patients/
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the European Union

Health Technology Assessment
(HTA)

Health technology assessment (HTA) is the systematic evaluation of
the properties, effects, or impact of a health technology usually

Co-funded by

»

— ~ EUPATI
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through comparison to another health technology.

HTA Domains

Clinical Domains Non-Clinical Domains

Health problems and currently used technologies (who is the medicine for

o and what is the current treatment, e.g. medicines, medical devices, surgical

procedures).

Description of health technology under assessment (molecule,
pharmacodynamics, pharmacokinetics — what does the medicine do to the

body).

Relative clinical effectiveness (how well does the medicine work & how is it
measured. It may also include any Patient Reported Outcome (PROs) and
Patient Preference Measures (Pref).

Relative safety (toxicology, side effects, risks)

=

Economic evaluation (It is the ONE single aspect that is always being
assessed. The EUnethta Core model is suggested as a full structured &
standardized assessment.)

Ethical aspects (Traditions, culture and health systems have a great
impact on what is considered 'ethical' in the local context.

Social aspects (The impact on the wider society or community, such on
other non-healthcare institutions or on carers and family members).

Organizational aspects (It includes changes to the structure of health
services & how they are delivered, e.g., when patients recover faster or
when a treatment requires specialized staff).

Legal aspects (It refers to national regulation — what healthcare staff is
allowed to do and involves ethical considerations, e.g., genomic editing.


https://www.eunethta.eu/hta-core-model/
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Scene Setting

Regulatory

Regulatory approval

4 )

Single licensing system;
one EU legislation

Health Technology Assessment

&ppraisal phase )

* e.g. cost effectiveness to be
added

» Other considerations?

* Weighing argument, decision

making/reimbursement

\ advice Y,

4 )

JCA should be given due
consideration in national
decision-making

\. J

\. J

— ~ EUPATI

HTA4Patients



Co-funded by
the European Union

Improve
availability of
innovative
health
technologies

o

/
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_O

Efficient use of
resources

Aim of the HTA Regulation

Vit
W ‘,

Strengthen
HTA quality
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Regulatory

Regulatory approval

e

.

Single licensing system;
one EU legislation

Health Technology Assessment

\

In JCA relative assessment
of Technology X vs.
Technology Y (and others)

« How does it compare to
what we already have (*
\ y ( ))

éa )

Relative effectiveness
and relative safety

. J
® N

linical domain only!

* No value judgements

* No conditions or added
value or reimbursement

+ Connect methodology

National

appraisal phase )

* e.g. cost effectiveness to be
added

» Other considerations?

* Weighing argument, decision
making/reimbursement

k advice )

éa )

JCA should be given due
consideration in national
decision-making

\ and approach )

\. J
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meewrepean inion He g |th Technology Assessment Regulation

(January 2025 onwards)

0 EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Unified licensing system

EU legislation

Clear and agreed assessment
criteria

This will lead to marketing

authorisation

Regu

European |
Commission

-~U HTA

ation

NannaI

Marketing Authorisation & HTAR ean

Non-clinical domains

Decision making
on pricing &

reimbursements

This will lead to access

to health technologies
8



EU HTAR aim and
e e Implementation timeline

Adoption Application
December 2021 From January 2025

Transition
period

2022 - 2024
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6 Implementing Acts to be
adopted by 2025

Procedural rules for JCA medicinal products

Adopted in May

Procedural rules for the prevention of conflict of interest

Public consultation until 26 June

Cooperation by exchange of information with EMA Q3 2024
Procedural rules for 3SC medicinal products Q3 - Q4 2024
Procedural rules for JCA medical devices and IVD medical devices Q4 2024
Procedural rules for 3SC medical devices and IVD medical devices Q4 2024

Transition period
2022- 2024
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Medicinal
Products

Medical
Devices

2025+ Application

New oncology
medicines and
advanced therapy
medicinal products
(ATMPs)

Orphan medicinal
products to be
added to the joint

work v
From

Specific high-risk devices with high impact on patients,
public health and EU health systems will be identified by
the HTACG to undergo Joint Clinical Assessment.

Application
From January 2025

—~ EUPATI

@ HTA4Patients

All new medicines
will come under the
scope of the
regulation

11



2025+ Application: National
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the European Union

Continue to be responsible for decision-

making on pricing and reimbursement
of new health technologies.

Joint work results in
national HTA processes

Contribution to the joint
work processes including
stakeholder involvement

Adoption
December 2021

Application
From January 2025

Transition '
period

12
2022 - 2024
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MEMBER STATE COORDINATION GROUP ON HTA
SUBGROUPS

Joint clinical Joint scientific Identification of
assessments consultations emerging health

(3CA) E (3sq) z technologies

v v

Methodology

v

Input for annual
work programme

MP=Medicinal Products MD= Medical Devices

Guidance
documents

JCA reports JSC reports

SECRETERIAT BY THE EUROPEAN COMMISSION

Administrative Technical support IT
support support

Governance Structure =7)Eupa

HTA STAKEHOLDER
NETWORK X

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states

Governance and key elements of the HTAR Source: European Commission,
2023. https://health.ec.europa.eu/document/download/84clec8f-9be3-4073-aceb- 14

330764c93152_en?filename=hta_reqgulation-implementation_factsheet_en.pdf




HTA Coordination group (HTACG) |z

Co-funded by
the European Union

MEMBER STATE COORDINATION GROUP ON HTA

SUBGROUPS « Members appointed by the EU member states
(List at the end)

Joint clinical Joint scientific Identification of
assessments consultations emerging health

(aca) z (3sc) z technologies

v

Methodology

j « The members of the Coordination Group designate
decuments their national or regional bodies/authorities to the
subgroups and ensure appropriate HTA expertise is
available in the subgroups.

Input for annual

JCA reports JSC reports
work programme

MP=Medicinal Products MD= Medical Devices

of HTACG

8 {Q} . X
&) R

Creating Specification of
strategic & procedural steps
methodological & timeframes
guidance documents for JCAs, updates of
for subgroups JCAs and JSCs.

~N 1"y ;
e

©)

Ensuring
stakeholder
involvement

Coordination Identifying

of the emerging health

subgroups technologies




Co-funded by
the European Union

MEMBER STATE COORDINATION GROUP ON HTA
SUBGROUPS

MP=Medicinal Products MD= Medical Devices

Administrative Technical IT
support support support

HTA STAKEHOLDER
NETWORK @

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states

HTA Stakeholder Network g.zfm

Purpose of the HTA

Stakeholder Network

To facilitate dialogue

between stakeholder

organizations and the
Coordination Group and its
subgroups as appropriate.

16
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HTA Stakeholder Network ~Nevpan
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Provide advice

HTA STAKEHOLDER for the joint
NETWORK Z work & the

impleme-
ntation of the
Regulation

*

Facilitate
dialogue

%Y

Includes patient
associations, non-
governmental organisations

in the field of health, health HTACG
technology developers and and its
health professionals. subgroups [—————— =

Facilitates dialogue i | Ta S kS : E

between stakeholder —_—_——— e — e
organisations and the
Coordination Group.

between
stakeholder
organisations
and the HTACG

Provide

input on

relevant
outputs of
the HTACG

Support the
work of the

Members are umbrella

N
organisations with @ k‘t’
geographical coverage of ®
several EU/EEA member Contribute to
states identifying
experts for the

joint work

Consult on the Meet with

annual work the HTACG

programme &
annual report
of the HTACG

at least
once a year

expertise on
state of the
art of HTA
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Role
HTA STAKEHOLDER HTA Stakeholder Network:

NETWORK z °

* Independent function from the
Includes patient

associations, non-
governmental organisations
in the field of health, health
technology developers and  Consumer organisations,
health professionals.

Members JCA and JSC processes.

« Patient associations,
» Focuses on broader stakeholder

engagement and overarching

Health technology developer associations, issues.

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

Health professional organisations,

VS

Other NGOs in the field of health

(’DG SANTE representative chairs the Network Stakeholder Involvement:

Members are umbrella o
organisations with (\/ ] )

geographical coverage of Working Mode * The involvement of patients and
several EU/EEA member h ¢ (at least th th " clinical experts is integrated

. ey meet (at least once a year, wi e meetin . . .
siEtes Y ( Y 9 directly into the JCA (providing
minutes being publicly available). input on draft reports) and ISC
* The exchange of information occurs via the IT Platform. (during the preparation of draft

joint  scientific  consultation
See the full list of member organizations here: outcome documents) processes.
https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-
assessment/implementation-reqgulation-health-technology-assessment/hta-stakeholder-network-declarations_en

18



https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/implementation-regulation-health-technology-assessment/hta-stakeholder-network-declarations_en
https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/implementation-regulation-health-technology-assessment/hta-stakeholder-network-declarations_en
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r

Feedback and Updates:
- Open for Feedback until June 26

Identification of Col at different
stages of the health technology
assessment process

- Encourage continuous improvement
of the process

Required Actions: G EN ERAL Core principles guiding Col

- Annual Updates to Col declarations management:
- Individual experts' responsibility APPROACH TO - Competency

Measures for Non-Declaration of Col M AN AG I N G - Transparency

CONFLICTS OF

Involvement of i.ndividual e)fperts, : INTEREST (COI) Establishing a clear process:
selected for their therapeutic expertise, - Assessing Declarations of Col

acting in an individual capacity rather - Covering Financial & other Interests
than representing any organization.

19
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NATIONAL
LEVEL

EUROPEAN
LEVEL COI
MANAGEMENT

General Col
Management:

- Applies to all
participants of the
joint work

Importance of
Consultation:

Involvement of
organizations and
individual experts

— ~ EUPATI

HTA4Patients

Link to Draft Implementing Act and Dol Form

Draft Implementing Act:
- Rules for Col
management

- Focus on health
technology sector
interests

HTA Secretariat
Responsibilities:

- Manage Dol and CV
- Decide on
appearance of Dol

Digital Platform & Access:
- Manage Col process on
HTA IT Platform

- Access contingent on
Col assessment

Terminology & Selection
- Definition of individual

experts'
- Selection based on
therapeutic expertise

Col Assessment &

Decision:

- Commission assesses
Col

- Determines
participation eligibility

Expert Responsibility:
- Experts responsible

for Dol accuracy
- Annual updates
required

Public Availability:
- Dol and CV

made public
(excluding patients)



https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13751-Health-technology-assessment-procedural-rules-for-assessing-and-managing-conflicts-of-interest_en
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Coordination Group

Subgroup

JSC/ JCA subgroup +

external experts

Joint Work Eolze:

MEMBER STATE COORDINATION GROUP ON HTA
SUBGROUPS

Joint clinical Joint scientific Identification of
assessments consultations emerging health

(AcA) z (dsq) Z technologies

* Input for annual

Methodology

v

Guidance

JCA reports JSC reports
documents

work programme

MD= Medical Devices

MP=Medicinal Products

For a given health technology, the

Assessor and subgroup appoints an assessor

CO-assessor and co-assessor for JSC/JCA.
21
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Joint clinical Joint scientific
assessments consultations

(3CA) z (3sC) z
¥ v

JCA reports JSC reports

MP=Medicinal Products

Identification of
emerging health
technologies

Input for annual

work programme

ROUP ON HTA

Methodology

v

Guidance
documents

SECRETERIAT BY THE EUROPEAN COMMISSION

Administrative Technical
support support

IT
support

< \N\hat I1s Horizon Scanning (HS)?

HTA STAKEHOLDER
NETWORK 2

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states

— ~ EUPATI

HTA4Patients

23
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Benefits of Horizon Scanning um-

HTA4Patients
Co-funded by
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*
*
*

Identification of new and emerging health technologies, treatments and
interventions.

0% Assessing the potential clinical and economic impact of these technologies.

Anticipating the challenges and opportunities in implementing these
technologies.

Supporting evidence-based decision-making in healthcare policy and resource
allocation.

Ildentifying the unmet needs of patients.
24
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HTAR Horizon Scanning process

Co-funded by
the European Union

EU HTA Annual
work programme
& report

©

Impact on patients,
public health or

HC systems

Clinical
impact

Organizational
& financial
consequences
on national HC

—

— ~ EUPATI
TAloPatients

Report

» Accessible by the
general public via
the IT platform in
an anonymised,
aggregated, non-
confidential format.

25
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Joint Scientific Consultation

Co-funded by
the European Union

MEMBER STATE COOF

DINATION GROUP ON HTA HTA STAKEHOLDER
NETWORK 4

Joint clinical Joint scientific Identification of
assessments consultations emerging health

(3CA) z (3sc) z technologies

v v

JCA reports JSC reports

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Methodology

v

Input for annual
work programme

Guidance
documents

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

MD= Medical Devices
Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states

SECRETERIAT BY THE EUROPEAN COMMISSION

Administrative Technical IT
support support support

— ~ EUPATI

HTA4Patients

27



What is a Joint Scientific g
v Etopnn o Consultation (JSC)?

/0 The aim of a JSC is to ensure that health technology developers
@ understand what evidence will be required in future health
technology assessment.

& JSCis performed by a subgroup under the Coordination Group.
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we JOINT SClentific Consultation (JSC) Eolges

the European Union

A JSC takes place and the health technology developer receive non-
binding advice and guidance from JSC subgroup (representatives of
the HTACG) on necessary evidence to generate for a Joint Clinical
Assessment.

Early development phase
. . Full development stage
Planning of evidence
gegeration based off a JSC [I a
D)

Patient a

perspectives ~ Joint Scientific Consultation
incorporated about clinical evidence to

The evidence has been collected.

Joint Clinical Assessment takes place
and moves towards HTA-body

\[1.0

appraisal.

collect (3-5 years prior to a JCA)

29
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(o)

CG sets
request

periods and |-

number of
planned JSCs

HTD requests JSC
according to
request periods

(2)

CG selects
health

technologies
for JSC

— outcome

— )

Preparation of
the JSC

document

—) consultation

JSC Process — How does it work?

O

—(

Approval of
joint scientific

outcome
documents

A designated subgroup

appoints an assessor and co-

assessor from different
Member States.

These assessors review
documentation provided by
the HTD and - with the help of
patients, clinical experts, and

other subgroup members —
draft a report on the clinical

evidence the HTD will need to
collect (JSC Report).

— ~ EUPATI

HTA4Patients

30



HTA4Patients

How can patient perspectives

Co-funded by

be incorporated in a JSC?

G W W -Vl N,

CG sets Preparation of Approval of
CG selects | . .
request HTD requests JSC — the JSC joint scientific
periods and || according to » : —  outcome consultation
. technologies
number of request periods document outcome
for JSC

planned JSCs \/\ documents

. . . . | A designated subgroup
Step 3 is where patient perspectives come In. appoints an assessor and co-

assessor from different

Member States.

Patients will be invited by the subgroup to provide input e oecnssore review

during the preparation of the draft JSC report. documentation provided by
the HTD and — with the help of

patients, clinical experts, and

A meeting (face-to-face or virtual) will take place between | othersubgroup members -

draft a report on the clinical

the HTD, subgroup members, patients, and clinical evidence the HTD will need to
experts to discuss the health technology in question. collect ISC Report).

31
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Joint clinical Joint scientific
assessments consultations

(3CA) z (3sC) z
¥ v

JCA reports JSC reports

®=Medicinal Products

SECRETERIAT BY THE EUROPEAN COMMISSION

Administrative
support

TATE COORDINATION GROUP ON HTA
SUBGROUPS

Technical IT
support

Joint Clinical Assessment

HTA STAKEHOLDER
NETWORK 2

Identification of
emerging health
technologies

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Methodology

v

Input for annual
work programme

Guidance
documents

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

MD= Medical Devices
Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states

support

— ~ EUPATI

HTA4Patients

33
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Clinical D . A standardised assessment of the clinical
Inical bomains aspects of a health technology

Health problems and currently used technologies (who is the medicine for

0o and what is the current treatment, e.g. medicines, medical devices, surgical

procedures). - Medicinal products and medical devices
are in scope

[o}p

Description of health technology under assessment (molecule,
pharmacodynamics, pharmacokinetics — what does the medicine do to the
body).

o
*

D

[ ] [ ] o
« Evaluates the relative clinical
Relative clinical effectiveness (how well does the medicine work & how is it °
measured. It may also include any Patient Reported Outcome (PROs) and effGCtlveness
Patient Preference Measures (Pref).

Relative safety (toxicology, side effects, risks) e Com pare to standard tre.atment§ across
mem Iqer states to establish relative
effectiveness

34



Joint Clinical vs. National Assessment —jEupant
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Joint Clinical Assessment National Assessment
by JCA subgroup by national HTA body and/or payers

Clinical Domains Non-Clinical Domains

— Economic evaluation (It is the ONE single aspect that is always being assessed. The EUnethta

alMla Health problems and curre.nt.ly used tgchnolqgles (whg is the medicine for and what is the ot sl 6 st e A vl S e B ek s eeeesR e
ch current treatment, e.g. medicines, medical devices, surgical procedures). == —
‘T'?\’Q“P Ethical aspects (Traditions, culture and health systems have a great impact on what is
d5)y considered 'ethical' in the local context.
Description of health technology under assessment (molecule, pharmacodynamics, &9
pharmacokinetics — what does the medicine do to the body).
& Social aspects (The impact on the wider society or community, such on other non-

R
13

healthcare institutions or on carers and family members).

Organizational aspects (It includes changes to the structure of health services & how they
are delivered, e.g., when patients recover faster or when a treatment requires specialized
staff).

/NS Relative clinical effectiveness (how well does the medicine work & how is it measured. It may
é§ also include any Patient Reported Outcome (PROs) and Patient Preference Measures (Pref).

Legal aspects (It refers to national regulation — what healthcare staff is allowed to do
and involves ethical considerations, e.g., genomic editing.

CO@% Relative safety (toxicology, side effects, risks)

35
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JCA Sub-group

* *
* *
* *

—~ EUPATI
* 4k t | HTA4Patients
Co-funded by El S S

the European Union

@_ To assist the HTACG in conducting & updating joint
L’\ clinical assessments, by overseeing the conduct of the
JCAs on its behalf.

MEMBER STATE COORDINATION GROUP ON HTA To assist the HTACG in the preparation of guidance on

SUBGROUPS the appointment of assessors and co-assessors for
g .. . s
Joint clinical ATk joint clinical assessments.

assessments

(aca) m

JCA reports % To ensure scientific consistency & performance coherence
o @ o @ o @ IEE;%J through collaboration with the subgroups for methodological
guidance, for JSCs, and for emerging health technologies.

MP=Medicinal Products MD= Medical Devices

5 To facilitate cooperation with relevant Union bodies under
él Regulations (EC) No 726/2004, (EU) 2017/745, and (EU) 2017/746
° on JCAs and legislation implementation HTA matters.

@ To promote knowledge-sharing and best practices in the

field of joint clinical assessments.

36
Source: JCA Subgroup - Terms of Reference



https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/member-state-coordination-group-hta-htacg_en
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ical Domains

alMla  Health problems and currently used technologies (who is the medicine for and what is the
{‘F. current treatment, e.g. medicines, medical devices, surgical procedures).

Description of health technology under assessment (molecule, pharmacodynamics,
= I‘g pharmacokinetics — what does the medicine do to the body).
=
/NS Relative clinical effectiveness (how well does the medicine work & how is it measured. It may
ol e also include any Patient Reported Outcome (PROs) and Patient Preference Measures (Pref).

\

Relative safety (toxicology, side effects, risks)

O
O
(e}

*HTA Stakeholder Network meeting summary. 17 November 2023
For more info on PICOS: https://learning.eupati.eu/mod/page/view.php?id=1145

JCA scoping - defining what to assess =0

Patient population

Intervention

Comparator(s)*

Outcome(s)

37
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https://learning.eupati.eu/mod/page/view.php?id=1145

HTA4Patients

JCA Process

Co-funded by
the European Union

Patient & Clinician Involvement (EU Level)

» Patient involvement is required by the HTAR.

» Patient experts with EU level expertise might
be asked to provide input.

Draft report for Report released

Start of EMA Scoping Process Assessement

Procedure Phase consultation

Member State Input (if existing)

A

National Patient & Clinician Involvement

(defined by Member States) 38
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= — JCA —Measurement categories

the European Union

Disease defining Proximal disease Distal disease Disease impact on
concept impact concept impact concept life concept

Health
status

General
physical
functioning

Related
signs and

Core signs, S
symptoms or ymp General

decrease in psychological
functioning functioning

Productivity

Health-related
Quality of life

Related
functioning

Satisfaction
with health

Social
functioning

Classic clinical domains: Survival, side effects P — Quality of life factors
Patient-reported outcomes (e.g., burden)
39

Patient Reported Outcomes (EUPATI COURSE)



https://learning.eupati.eu/mod/page/view.php?id=504

HTA4Patients

JCA report

Co-funded by
the European Union

A draft report produced by the subgroup

At the EU level:

The assessor and co-assessor will then invite patients and experts to
provide their feedback.

National level:

Member state HTA bodies are responsible for collecting —
comments from patients and other experts via their appropriate means.

Non-Clinical Domains

The JCA report is available to the public on the IT platform

*Day 80 Assessment Report - Clinical template with Guidance -
Rev.04.24 Revamp. Assessment templates and guidance | European
Medicines Agency (europa.eu)

40



https://www.ema.europa.eu/en/assessment-templates-guidance
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*
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Co-funded by
the European Union

EU assessment
of clinical
aspects (JCA
Report)

Use of the JCA report g

NON-CLINICAL » Economic eval:
DOMAINS » Ethical aspects.
» Organisational aspects.
@ » Social aspects.
» Legal aspects.
National

assessment of
ethical, social
aspects

Member states need to give due
diligence to the report within
their subsequent national
process without repeating/
duplicating evidence produced

in the JCA.
Medication

National
assessment of

granted/not granted
national approval

cost-utility



JCA in the context of
Marketing Authorisation Eoias

the European Union

I Regulatory Process at EMA — Marketing Authorisation (MA) Process Fixed dates in the HTAR:

e Dossier submission
I [\V/ A
I Submission

e Approval of the JCA report

Positive Opinion

JCA report is based on data
MA Process BEFORE MARKETING APPROVAL

Information for

. . JCA Dossier
scoping submission

Approval of
Report I

mber Statep National Level

Price/Reimbursement

negotiations

HTA-body Appraisal

l_ | e ime in calendar days

4

Min. 45 days Min. 67 days 30 days 180 days
< ) ¢ > < ) 4
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Methodologies

Co-funded by
the European Union

MEMBER STATE COORDINATION GROU
SUBGROUPS

Identification of
emerging health Methodology

technologies

Input for annual Guidance
work programme documents

Joint clinical Joint scientific
assessments consultations

(3CA) z (3sC) z
¥ v

JCA reports JSC reports

MP=Medicinal Products MD=

SECRETERIAT BY THE EUROPEAN COMMISSION

Administrative Technical IT
support support support

HTA STAKEHOLDER
NETWORK 2

Includes patient
associations, non-
governmental organisations
in the field of health, health
technology developers and
health professionals.

Facilitates dialogue
between stakeholder
organisations and the
Coordination Group.

Members are umbrella
organisations with
geographical coverage of
several EU/EEA member
states
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HTA4Patients
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Co-funded by
the European Union

European —
Commission
Publicly accessible Secure system for the exchange of Several relevant features and

Website under information between: documentation on:

development - The Coordination Group and its +  Member lists and qualifications

* Rules of procedure and meeting
summaries

« Clinical assessment
documentation and reports

experts (joint work) «  Horizon Scanning reports
» The European Medicines Agency « Stakeholder eligibility and network
details

subgroups
« Members of the stakeholder network

* Health technology developers and
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HTA4Patients

How to become involved? -

Co-funded by
the European Union

Understand national HTA

National
HTA

processes and options for
involvements

Only if patients
cannot provide
input

involved Caregivers

Q"Z: s . No lived
Do D organisation network?
2

With lived
experience

A 4

Patient with
lived
experience

Register, Screen
Dol website for
opportunities

Training,
information



| am an individual patient- how
Co-funded by Can I get involved TA4Patients

the European Union

Sign up to relevant Connect with a
. . national patient
caregivers get EMA list oraanisation
involved? g

’éa&s =

Where can | make

Connect with

the most impact at Cllf’:’(h—:ei;eiﬁ tc:eeck EUPATI national
the National level platforms
Stakeholder Network
or the EU level?
Participate in public Connect with the
consultation on IAs Stakeholder

(Implementing Acts) Networkimember


https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/implementation-regulation-health-technology-assessment/hta-stakeholder-network-declarations_en
https://eupati.eu/eupati-national-platforms/
https://eupati.eu/eupati-national-platforms/

| am an individual patient- how S
o can | learn more

the European Union

Familiarise yourself with
patient organizations of a
specific therapeutic area
on alocallevel.

Click and get familiar
with Col examples.

Familiarise yourself with

HTA (Health Technology
Assessment)

Familiarise yourself with
EUCAPA
(until February 2025).



https://learning.eupati.eu/course/view.php?id=40
https://www.eucapa.eu/trainings
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13751-Health-technology-assessment-procedural-rules-for-assessing-and-managing-conflicts-of-interest_en
https://learning.eupati.eu/mod/page/view.php?id=1145

| am a patient organization- how can |
ottty get involved

the European Union

Check who is in the
Stakeholder Network Participate in public Organise trainings for

consultation on IAs patient experts
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Familiarise yourself with
HTA fundamentals

'~
S~o
S

Sign up to relevant

Conr!ect with 1I:EUPATI Check the newsletters
national platforms EMA list
Get familiar with Connect with a Stakeholder
Col examples Network member
R <
Familiarise yourself with Connect with a European Learn more

EUCAPA trainings organisation about PICOs


https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/implementation-regulation-health-technology-assessment/hta-stakeholder-network-declarations_en
https://learning.eupati.eu/course/view.php?id=40
https://eupati.eu/eupati-national-platforms/
https://www.eucapa.eu/trainings
https://ec.europa.eu/info/law/better-regulation/have-your-say/initiatives/13751-Health-technology-assessment-procedural-rules-for-assessing-and-managing-conflicts-of-interest_en
https://learning.eupati.eu/mod/page/view.php?id=1145

DICE Pilot Feedback form




