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DEFINITION

Health Technology Assessment (HTA)

Definition
HTA assesses the added value (relative effectiveness) of a
given health technology over and above existing ones.

1. Health problem and current use of technology

Clinical domains
e S e » so called REA

3. Safety (rapid effectiveness

4. Clinical effectiveness assessment)

Non-clinical

6. Ethical analysis domains

7. Organisational aspects (economics)

8 Patie d social asnec » so called Full HTA

9. Legal aspects together with REA

5. Costs and economic evaluation
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Current EU cooperation

on HTA

EU Health Technology

Assessmen t Network

©

Strategy for

EU Cooperation on
Health Technology Assessment
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European

Commission
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EU cooperation on HTA

e Policy and strategic cooperation
e Art 15 Directive 2011/24

HTA e Set up October 2013
Network = Multiannual work programme
 Permanent

Synergy and
complementarity

EUnetHTA e Scientific and technical cooperation
Joint e Started in the 1990's, later EUnetHTA
Action e Now Joint Action 3 — 2016 — 2020

. Cooperation beyond 2020
e Inception Impact Assessment
e Description of the status quo
e Options for the future

New HTA
Initiative



EU initiative on HTA

Major Achievements (JAL1

and JA2)
» Trust between HTA Dbodies and i
capacity building v
L5 -
N

» Development of joint tools (POP,

EUnetHTA core model) eun Ethta

» Piloting joint work

» JA3 — upscaling of joint work
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Shortcomings

> Low u pta ke of j oint work —  Recommendation oncology drugs (MA 2011-2013) per country

Abbreviated Brand name (generic) HTA recommendation

dupl ication Of WO rk by HTA bOdies and eston GEMANY  THENETHER-  FRANCE  ENGLAND/  SCOTLAND  POLAND
industry :

solid lmours
Breast cancer 2. Eribulin Equal benefit

one metastases from 1. Denosumab

Mot assessed  Equal benefit Nci assessed

Eiual benefit

| | 3. Petuzumab %Nﬁ assessed “:I:!lesm
> Differences In the procedural s e e ot

Gastnc cancer 5. Tegafur/ gmeracil

framework and administrative ... oo

7. Vemurafenib

capacities of Member States b Danins bt lowsnd Cqubete Fo P P

Non-small-cell lung 8. Afatinb mmrassessed
cances
E bene Equal benefit

10. Crzotinib Equa]bene{ﬂ Not assessed m
> Differences in national methodologies ™= "o et

i e et
. 13 khur.ai.erane mEqualbmﬁt m =
Renalcell carcinoma | 14. Axitinib mm{assessed mm
» No sustainability of CUN N e L e
cooperation model “

Not

!
ot assessed assessed
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1A - Why?

WHY? WHY NOW?
e Growing support to continue

sustainability of healthcare coopera_tlon on HTA
) ) - Council Conclusions 2015, 2016
Contribute to patient access to

innovation - EI_D own ir_1itiative_ r_eport on access
to innovative medicines 2016

 No EU-funding mechanism beyond

Support MS to ensure

Support innovation in EU

In close 2020
cooperation
with + Addressing + Res i
ponding to Member States needs

EunetHTA shortcomings

and HTA

Network SUSTAINABILITY BEYOND 2020 BASED i /<

ON THE SUCCESS OF THE CURRENT COOPERATION >\tht
eunetnta
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Policy options™

Option 1

Option 2

European

Commission
I

Option 3

Option 4

Option 5

Status quo —
voluntary
cooperation

Long-term
voluntary
cooperation
(beyond 2020)

Cooperation
through the
collection,
sharing and
use of common
tools and data

Cooperation on
production of
joint REA
(relative
effectiveness
assessments)
reports

Cooperation on
production of
joint Full HTA
reports (REA+
economic)

Non-legislative / voluntary

Legislative / voluntary + mandatory

+ |ssues

to be addressed

*Inception Impact assessment available at:

Funding Coordination/
mechanism secretariat

http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante 144 health_technology assessments_en.pdf
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Process

Inception impact assessment
- Published in September

http://ec.europa.eu/smart-
regulation/roadmaps/docs/2016 sante 144 health technology assessments en.pdf

Public consultation
- Online consultation - launched in October

on "Your voice in Europe" portal

http://ec.europa.eu/Zyourvoice/consultations/Zindex en.htm

European Commission > Your Voice

Open

- Meetings with stakeholders KSR
Studies to support the impact assessment process
Impact assessment - planned for 2017

-

Legislative or non-legislative proposal



http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_144_health_technology_assessments_en.pdf
http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_144_health_technology_assessments_en.pdf
http://ec.europa.eu/yourvoice/consultations/index_en.htm

Stakeholders®
INvolvement




EU Health Technology

Assessmen t Network

Strategy for

EU Cooperation on
Health Technology Assessment
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Stakeholders' involvement

e Policy and strategic cooperation
e Art 15 Directive 2011/24

HTA e Set up October 2013
Network e Multiannual work programme

e Permanent

Synergy and
complementarity

e Scientific and technical cooperation
e Started in the 1990's, later EUnetHTA
e Now Joint Action 3 — 2016 — 2020

EUnetHTA
Joint
Action

. Cooperation beyond 2020
e Inception Impact Assessment
e Description of the status quo
e Options for the future

New HTA

Initiative



Current EU cooperation

on HTA
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Stakeholders' involvement

* Policy and strategic
cooperation

HTA e Art 15 Directive 2011/24
Network e Set up October 2013
e Multiannual work programme

' e Permanent

EU Cooperation on
Health Technology Assessment

EC to set up a stakeholder Pool 2 to contribute to
policy developments on HTA

e gather the list of organisations interested in HTA

e propose to the HTA Network its representatives to
participate as observer: 8 in total.

e work via different methods: ad hoc consultations on
specific topics, written consultations or ad hoc

meetings, etc.
&
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Process

* Call for expression of Interest to identify relevant
stakeholders - to be launched in December -
until January

e The EC services will identify the organisations based on
eligibility and added value criteria

e 4 categories (patients/consumers; healthcare
providers/academia; payers; industry)

e EU umbrella organisations/transparency register
e Membership (the organisation)
e Demonstrated interest in HTA related activities
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EUnetHTA

EUNnetHTA e Scientific and technical cooperation
Joint e Started in the 1990's, later EUnetHTA
Action « Now Joint Action 3 — 2016 — 2020

« From a Stakeholder Forum and consultation approach in
EUnetHTA 2, to engage stakeholders more actively in
the Work Packages of EUnetHTA 3 in "HTA
production”

o Stakeholders will be asked to participate as experts in
the joint production (e.g REA, ED, Full HTA,
methodology developments etc.)




Current EU cooperation

on HTA

EU coope ation on HTA

= Cooperation beyond 2020

New HTA e Inception Impact Assessment

Initiative e Description of the status quo

e Options for the future

Public consultation is open until 13 Jan- we welcome
your input!

http://ec.europa.eu/health/technology assessment/consultations/cooper
ation hta en.htm

Bilateral meetings (All minutes of meetings with
stakeholders are published on our website)
http://ec.europa.eu/health/technology assessment/latest updates/index

en.htm
t



http://ec.europa.eu/health/technology_assessment/consultations/cooperation_hta_en.htm
http://ec.europa.eu/health/technology_assessment/consultations/cooperation_hta_en.htm
http://ec.europa.eu/health/technology_assessment/consultations/cooperation_hta_en.htm
http://ec.europa.eu/health/technology_assessment/latest_updates/index_en.htm
http://ec.europa.eu/health/technology_assessment/latest_updates/index_en.htm
http://ec.europa.eu/health/technology_assessment/latest_updates/index_en.htm

EU initiative on HITA

Thank you

Further information available under:

http://ec.europa.eu/health/technology assessment
/policy/index_en.htm
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