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Scope of EUnetHTA’s work

EUnetHTA supports collaboration between European
HTA organisations that brings added value at the
European, national and regional level through

 facilitating efficient use of resources available for HTA
e creating a sustainable system of HTA knowledge sharing
e promoting good practice in HTA methods and processes
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4. Research into organisation of care and systems research: Increasingly, a successful implementation of

technologies with proven etficacy depends on research-based assessment of the context, 1.e. the specific
March 12, 2015 system and organisation of care, where it is introduced. Health interventions have become more complex
and integrated across health systems (the INTEGRATE-HTA project supported by DG R&I initiated
research in this area of HTA methodology development). The practice of HTA constantly confirms that
healthcare organisation and systems is an under-researched field. Thus, more empirical research and
development of applied methodology is needed. This issue is in line with, e.g. comparing existing
healthcare mterventions (PM9) and mmplementation research and good practice (PM24).
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@ l H| 2 II & | =3 H P | e |JI| 5. Specific attention to a_dvanced innovative medical dgvices and other advanced techpologies: In
contrast to pharmaceuticals, the market entrance and reimbursement of many advanced innovative, but
also mvasive, technologies 1s not very clearly controlled. Knowing that the first actions to support research
in this area were initiated by DG R&I (MedTecHTA and AdvanceHTA projects), we firmly believe that
additional methodological research is necessary to target technology-specific issues and develop guidance
that can support the conduct of more robust, but feasible studies by the technology producers. This may
also include methodologies to assess the role of advanced diagnostics in the identification of patients that
should receive a specific treatment. Finally, we also support research into how advanced technologies
spread in health systems without rigorous evaluation.' These issues fit well, e.g., the Personal Medicines
aim on implantation research and good practice (PM24) but also a co-ordination activity on the
standardisation of pre-analytical and analytical procedures for in vitro diagnostics in personalised
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Finalisation of EUnetHTA Joint Action 2

eunethta European network for Health Technology Assessment | JA2 2012-2015 | www.eunethta.eu



The Domains of the HTA Core Model®
- assessing dimensions of value

SCOPE HTA Core Model DOMAINS
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1. Health problem and current use of technology

2. Description and technical characteristics
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Clinical effectiveness
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WP4 Update

1St Core HTA e Published

_ * Available at:
Fecal Inmunochemical Test (FIT ) versus https://meka.thl.fi/lhtacore/ViewCove
guaiac-based fecal occult blood test (FOBT) for r.aspx?id=206

colorectal cancer screening

ond Core HTA « Publication within mid November

Intravenous immunoglobulins for Alzheimer’s * We are reviewing the text for

disease including Mild Cognitive Impairment homogenization

3rd Core HTA * Now: final text preparation after

HTA 3: Structured telephone support (STS) for SAG consultation

adult patients with chronic heart failure ‘ ZUb“g Consultation will start after
ov.

e Publication within Nov. 30

Methodological Standard and « Final review of the text
Procedure * Ready by the end of November
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WP5 Update — WP deliverables

WP5 deliverables: 12 pilot rapid assessments (6 - Strand A; 6 — Strand B)

In both Strand A and Strand B, 5 rapid REA pilots have been published so far (10 in total) and one rapid
REA pilot is ongoing respectively — 12 pilot rapid assessments will be finalised and published by mid-
December 2015.

Strand A
6. Hepatitis C M Public consultation of assessment from 15th of October to
5th of November
M Finalisation planned: 30 November 2015 (possible
additional layouting after this date)
Strand B
6. Endovascular therapy using M Ongoing: development of 3" draft version
mechanical thrombectomy M Next step: Medical editing
devices for acute ischaemic M Finalisation planned: 15" December 2015 (extension
stroke already accepted by secretariat)
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WP5 Update - Other outputs

Activity/ Status/Clarification of delays
Activity steps

HTA Core Model for M Ongoing:

Rapid REA M Finalisation planned: end of November 2015
No delays expected, the final document will be delivered by end of
November 2015.
National reports The national uptake of the pilot rapid assessments has been evaluated in 2
referencing pilot rapid  surveys (May and September 2015); survey results have been shared with
REAs the secretariat and the ExecCom.

Currently, 14 national reports referencing pilot rapid REAs have been
published by EUnetHTA member organisations overall.

Testing of the The Submission file template has been piloted in Strand A (4 pilots) and
Submission file Strand B (2 pilots); feedback has been given to WP7 SG4.

template

Development of For both Strand A and Strand B, a Procedure Manual and standardised
Procedure Manual, templates have been developed.

templates No delays expected, the final documents will be delivered by end of

November 2015.
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WP7-SG3 Update November 2015

Deliverable Due date/ | Status/Clarification of delays

Milestone

(Since last e-meeting)

Development of 5 M36/Sep’15

4 guidelines published, GL “Therapeutic medical

new methodological devices” still under SAG / Public Consultation until
guidelines 11™ of November

* Final documents will be available by the end of

November

Development of 1 M36/Sep’1l5 * Ongoing public consultation on the adapted
methodological “Safety” guideline until 17th of November
reflection paper on * Final documents will be available by the end of
personalised November

medicine
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WP7-SG4 Update November 2015

Deliverable Due date/ | Status/Clarification of delays
Milestone
(Since last e-meeting)

Submission M36/Sep’1l5 * No delays

template for * Final document will be available by the end of

pharmaceuticals November

Submission M36/Sep’1l5 * No delays

template for » Final document will be available by the end of

medical devices November
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Stakeholder Involvement

a. Two expert workshop
meetings with
MedTech industry
(EDMA, EUCOMED,
COCIR)

b. Two expert workshop
meetings with EFPIA

eunethta European network for Health Technolo gy Assessment | JA2 2012 -2015 | www.eunethta .eu



The Domains of the HTA Core Model®
- assessing dimensions of value
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Health Technology Life-cycle

The Domains of the HTA Core Modet®
- ansenting dimeniicns of value

The Domains of the HTA Core Modet®
- ansenting dimeriions. of value

The Domains of the MTA Core Modet®
- asenting dimensions of value
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The Domains of the HTA Core Modet®
- ansenting dimeriions. of value

Use of technology in health care

Time line of innovation
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Thank you for your
attention

This presentation arises from the EUnetHTA
Joint Action 2 which has received funding
from the European Union, in the framework
of the Health Programme
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