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2004 The European Commission and the Council of Ministers target
Health Technology Assessment (HTA) as "a political priority”,
recognising “(...) an urgent need for establishing a sustainable
European network on HTA”

2005 Call for project proposal answered by a group of 35 organisations
throughout Europe
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Agenda item 15.7

World Health
Organization

SIXTY-SEVENTH WORLD HEALTH ASSEMBLY

WHAG67.23

24 May 2014

Health intervention and technology assessment

in support of universal health coverage

URGES Member States:"

(1) to consider establishing _national svstems of health intervention and technology
assessment, encouraging the systematic utilization of independent health intervention and

technology assessment in support of universal health coverage to inform policy decisions,
including priority-setting, selection, procurement supply system management and use of health
interventions and/or technologies, as well as the formulation of sustainable financing benefit
packages, medicines, benefits management including pharmaceutical formularies, clinical
practice guidelines and protocols for public health programmes:

(2) to strengthen the link between health technology assessment and regulation and
management, as appropriate:

(3)  to consider, in addition to the use of established and widely agreed methods, developing,
as appropriate, national methodological and process guidelines and monitoring systems for
health intervention and technology assessment in order to ensure the transparency, quality and
policy relevance of related assessments and research;

(4) to further consolidate and promote health intervention and technology assessment within
national frameworks, such as those for health system research, health professional education,

health system strengthening and universal health coverage:

(5) to consider strengthening national capacity for regional and international networking,
developing national know-how, avoiding duplication of efforts and achieving better use of resources:

(6)  to consider also collaborating with other Member States’ health organizations, academic

REQUESTS the Director-General:

(1)  toassess the status of health intervention and technology assessment in Member States in
terms of methodology. human resources and imstitutional capacity, governance, linkage between
health intervention and technology assessment units and/or networks with policy authorities,
utilization of assessment results, and interest i and impediments to strengthening capacity:
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2015 Global Survey on Health
Technology Assessment by

National Avuthorities

Main findings

World Health
Organization

Utilization of HTA in

2 public sector decision
® making

Countries were asked whether they had a formal pro-
cess to inform decision making, in which they systermat-
ically collected data and considered the impacts of «
particular health technology or intervention. Many did
not refer to this process specifically as ‘HTA" For the
purposes of brevity, in this report the tern HTA will be
used to describe this process.

CHART 2.1: Numizer and proportion of countries that responded, having a formal process for

information compilation for decision making

-
0



CHART 5.3: Status of the findings of the HTA-related entity (a) HTA related entity’s role in policy
decision (b) Civil society's role in commenting on recommendations of HTA report

In most of the countries that responded to the survey,
the findings of HTA-related organization(s) played an
advisory, rather than mandatory, role in policy deci-
sions. Among those countries for which the respondent
reported a mandatory role, a majority (57%) were from

World Health

Organization

EUR countries (Chart 5.3a). In about half of the coun-
tries, civil society was given the opportunity to comment

-Ad\,isor}, . Mandatory - | don't know on the recommendations of the HTA entity (Chart 5.3b).
A

However, the extent to which their inputs influence the
final decision is not known.

Mandatory

SEAR - Yes - No - I don't know




é.1 Main barrier for producing In terms of barriers to using HTA for decision making,
HTA and Using HTA findings in respondents from 67 countries cited a lack of institution-
cdecision mdking alization of HTA as a barrier

CHART 6.1: Impediments to HTA production

Budget availability ’ WPR World Health

Organization

SEAR

B ek
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Information cvailability
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Knowled ge of methods

Qualified Human Resources
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a0 100

Number of countries
CHART 6.2: Impediments to using HTA to inform decision making in health care policy
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BN World Health
Organization

3.2 Guidelines for developing HTA
CHART 3.3: Availability of guidelines for developing HTA

One or more guidelines

93
Medical devices
Medicines /0
Population level health interventions 43
{(prevention and promotion)
Service delivery models 54
Surgical interventions 36
Vaccines 57 28
I don't
know v, 40 60 80 100
(=5
%

CHART 3.4: Availability of the guidelines
in the public domain
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Multi-HTA Early Dialogues

Objectives
The Early Dialogue (ED) overarching aim is to provide prospec-
tive, transparent and timely advice by HTA bodies to product
sponsors so that they may integrate specific HTA needs in the
product development.
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Multi-HTA Early Dialogues
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Key issues addressed

by the Directive

European
Commission

Directive 2011/24/EU of patients' rights in cross-border healthcare

* Right to choose and be reimbursed for healthcare

. E : provided by public or private providers located in the EU
'N - Sesking healthcary
in &fathier EU
Mefntar State: I - - -
_ your rights | ¢ More transparency about their rights, treatment options
g kY) J | or, the quality and safety levels of healthcare providers
| ; _

¢ Strong focus on cooperation among Member States
o Mutual recognition of prescription
o eHealth
o Health Technology Assessment
o European Reference Networks

Article 15
Cooperation on health technology assessment

1. The Union shall support and facilitate cooperation and the
exchange of scientific information among Member States within
a voluntary network connecting national authorities or bodies
responsible for health technology assessment designated by the
Member States. The M

EU Objectives in HTA
Article 15 Directive 2011/ 24:

e Support cooperation between national HTA
Authorities

e Support MS in the provision of objective, reliable,
timely, transparent , comparable and transferable
information [...] to enable effective exchange of
information

e Avoid duplication of assessments
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EU initiative on HTA
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Policy options*

(

Option 1 Option 2 Option 3 Option 4 Option 5
Status quo - Long-term Cooperation Cooperationon | Cooperaticnon
voluntary voluntary through the production of | productionof
cooperation cooperation collection, joint REA joint Full HTA

(beyond 2020) | sharing and (relative reports (REA+
use of common | effectiveness economic)
tools and data | assessments)

reports
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EU cooperation beyond 2020 = Public consultation

Different needs for EU joint activities
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EU initiative on HTA
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Fig.22. Overview of the opinions on the policy options for continuing EU cooperation on HITA




Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on health technology assessment and amending Directive 2011/24/EU

DG SANTE - Health Systems and Products
Medical Products: safety, quality, innovation
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Policy Objectives of the HTA initiative

GENERAL OBJECTIVES:
1. Ensure a better functioning of the internal market;
2. Contribute to a high level of human health protection.

SPECIFIC OBJECTIVES:

1. Reduce discrepancies of procedures and methodologies;
2. Reduce duplication of efforts;

3. Ensure the uptake of joint work in Member States,; and

4. Ensure the long-term sustainability of EU HTA
cooperation.
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Proposal for a

REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on health technology assessment and amending Directive 2011/24/EU

General objectives

- Ensure a better functioning of the internal market
- Contribute to a high level of human health protection

Member States
High guality and
timely reports
Pooling of expertise

— specialisation of
HTA bodies

Better allocation of
resgurces

Savings in the long
run, contribution to
sustainabllity of

healthcare systems

Expected outcomes

Patients
Increased
transparency
Increased
engagement in the
HTA process at

national and EU |leveal

Potential faster
access across EU

Industry

Positive impact on
business
predictability,
competitiveness and
innovation

Savings (more
pronounced for the
pharmaceutical
industry)




European
Cormmissian

More than 10 years of cooperation: projects, joint actions

ACHIEVEMENTS LIMITATIONS

» Trust between HTA bodies » Low uptake of joint work =
duplication of work

» Capacity building

» Differences in the procedural
framework and
administrative capacities of
Member States

» Development of joint tools
(e.g. EUnetHTA Core Model, POP
EVIDENT databases)

» Piloting joint work (e.g. early

: . Differences in national
dialogues, joint assessments) g

methodologies

» No sustainability of current
cooperation model
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Proposal for a
REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

on health technology assessment and amending Directive 201124/EU

Chapter 1 General Provisions
Chapter II  Joint Work on HTA at Union Level

Joint clinical Joint Emerging Voluntary
assessments scientific health cooperation
consultations technologies

Section 1 Section 2 Section 3 Section 4

Chapter III Requirements for Clinical Assessments
Support Framework

Chapter Vv Final Provisions

.




Articles 5-11

Europoan
Cormmission

Key element 2 - Focus on clinical assessment
(no appraisal, no economic assessment)

Scope of Joint Clinical Assessments (JCA)

» Medicinal products with central marketing authorisation: Key
element 5
» New active substances Fit for
» New therapeutic indications for existing substances purpose —
pharma vs
» Medical devices classified as class IIb and III for which the | medtech

relevant expert panels have provided a scientific opinion in the
framework of the clinical evaluation consultation procedure

» In vitro diagnostic medical devices - class D for which the relevant
expert panels have provided their views in the framework of the of the

clinical evaluation consultation procedure

» Not affect the rights and obligations of Member States with regard to
the organisation and delivery of health services and medical care and the
allocation of resources assigned to them.




Article 8

Europoan
Cormirmission

Key element 4 - Use of joint work
No duplication at national level

Member States shall:

» not carry out a clinical assessment or an equivalent

assessment process on a health technology included in
the List of Assessed Health Technologies or for which a
joint clinical assessment has been initiated;

» apply joint clinical assessment reports, in their health
technology assessments at Member State level.

+
Recital 16

Safeguard clause - applicable in exceptional circumstances
(Article 34)




Europoan
Commission

Key element 7 — Areas of joint work

:{"" WP 4 WP 5 WP 4 WP 4
eunethta Joint REA Data Horizon Collaborative
generation scanning assessments
Non-clinical
assessments...
<4 - < | <L b L
C - 1 -
Chapter II  Joint Work on HTA at Union Level
Joint dinical Joint Emerging Voluntary
o assessments  scentific health cooperation
consultations technologies
] Section 1 Section 2 B Section 3 Section 4

Articles 5-11 Articles 12-17 Articles 18 Articles 19




Key element 8 — Governance

EU funding

For the financing of the work of the CG and its sub-groups and
activities in support of that work involving its cooperation with
the Commission, with the EMA, and with the stakeholder
network

Shall include funding for the participation of MS' desighated
HTA authorities and bodies in support of the work on JCA and
JSC.

— Assessor and co-assessors shall be entitled to a special allowance
compensating them for their work on JCA and JSC in accordance
with internal Commission provisions.
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Criteria:
. e unmet medical needs;
036% e potential impact on patients, public health, or healthcare
0(36<6713 systems;

¢ significant cross-border dimension;
e major Union-wide added value;
e the available resources.
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