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Strengthening EU HTA cooperation
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Brussels, 10 November 2016

HTA NETWORK REFLECTION PAPER ON
“SYNERGIES BETWEEN REGULATORY AND HTA
- ISSUES ON PHARMACEUTICALS”

ADOPTED BY THE HTA NETWORK, 10 NOVEMBER 2016

HTA NETWORK REFLECTION PAPER ON
“REUSE OF JOINT WORK IN NATIONAL HTA
ACTIVITIES”

ADOPTED BY THE HTA NETWORK, APRIL 2015

JA1 (2010 — 2012)
JA2 (2012 — 2015)
JA3 (2016 — 2021)

Cooperation EUnetHTA-EMA
(2 work plans 2012-2015; 2017-2021)
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EU assessment vs NATIONAL appraisal

HTA domains

Health problem and currently used technologies

Description of technology under assessment

Clinical domains HTA Regulation
Relative clinical effectiveness

High quality
Relative safety joint work on

common
Economic evaluation scientific,
Ethical aspects clinical aspects

Organisational aspects Non-clinical domains

Social aspects

Legal aspects
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HTA Regulation: driven by Member States HTA bodies

COORDINATION GROUP ON HTA

Articles 3-6

Subgroups
Joint Joint Identification of Methodology
clinical scientific emerging health
assessments consultations technologies U
(JCA) (JSC) U Guidance
U U Input for annual work documents
JCA reports JSC reports programme
-
Articles
EC SECRETARIAT 28,30
Administrative support Technical support IT support
(e.g. meetings, planning) (e.g. technical support to authors, procedural check) | (submission system, databases, intranet)
European
Commission

MP = medicinal products, MD = medical devices




HTA Regulation — Joint HTA & engagement
with patients and healthcare professionals

1. Joint Clinical Assessments on:
- medicines (first 3 years: oncology medicines and ATMPs; « Individual patient experts and
following 2 years: + orphan drugs; after 5 years: full scope) clinical experts

« a selection of high-risk implantable medical devices

2. Joint Scientific Consultations . _
Individual patient experts and
« HTA only clinical experts

* in parallel with regulators

3. Emerging Health Technologies « Patient organisations

Healthcare professional organisations

4. Methodology
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HTA Regulation: timeline

Adoption
December 2021
= Date of Joint Clinical Assessment
Entry into force Application Full Scope
January 2022 R REE January 2025 _ January 2030
o @ @- —>
K Setting up the Coordination Group (EC)\ \ Y }
. Setting up the Stakeholder Network (EC) Joint Scientific Consultations (JSC)

+
Stepwise build-up of
Joint Clinical Assessments (JCA) scope for medicines:

: . - From Jan. 2025: cancer drugs, ATMPs
« Drafting guidance documents (CG) (from date of application)

) a ¥ / - From Jan. 2028: orphan drugs

(3 years after date of application)

* Drafting implementing acts (EC)

_ ><< Service
contract
eunethta EUnetHTA21
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HTA Regulation: adoption of procedural rules

Joint Clinical Assessment (JCAs)  Joint Scientific Consultations (JSCs)

* Interaction with patients, clinical Selection and consultation of patients,

experts and other relevant clinical experts and other relevant
experts during JCAs and updates. experts in JSCs.

Article 20.1b

« Selection and consultation of
patients, clinical experts and
other relevant experts in JCAs.

Implementing acts EC




HTA Regulation: The Stakeholder Network

Open call for applications Organisations

to declare their
membership and
sources of funding

to all eligible stakeholder organisations,
Incl. patient associations, consumer organisations,

health professionals, non-governmental organisations

Representatives
to declare any
financial or other
interest

Eligibility criteria:

proof of engagement in HTA

relevant professional expertise

geographical EU coverage

communication and dissemination capabilities

European
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The co-creation of a new system

Inclusiveness and Commitment of - STAKEHOLDER
ORGANISATIONS

transpargncy as patients and can apply to the
key principles of the healthcare stakeholder network
joint work professionals essential
fco secure smooth . INDIVIDUAL
Implementation EXPERTS will

provide input on
JCAs and JSCs

Only two years left until application
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