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• HTA is an evidence-based process that independently and objectively

assesses a new or existing technology and compares it with other health

technologies and / or the current standard of care.

• HTA is primarily used to inform decision-making in Member States by

providing a scientific evidence base for decisions on the pricing and

reimbursement of health technologies.

• HTA can cover different aspects (domains) ranging from clinical domains

(e.g. safety, clinical effectiveness) to non-clinical domains (e.g. economic,

ethical, organisational).

Regulation on Health Technology Assessment (HTA)
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Problem 1. Impeded and distorted market access

Problem 2. Duplication of work for national HTA bodies

Problem 3. Unsustainability of HTA cooperation

Reasons for the proposal

Regulation on Health Technology Assessment (HTA)
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The HTA proposal focuses on clinical assessments which are typically based on global evidence (e.g. worldwide clinical

trials in the case of medicinal products and multi-national clinical trials for medical devices) compared with non-clinical

assessments which include domains that are often more sensitive to national / regional contexts.

Regulation on Health Technology Assessment (HTA)
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Regulation on Health Technology Assessment (HTA)
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Member State driven

oMS → scientific work and decisions

oEU → support function

Focus on clinical assessment 

ono common appraisal 

ono common economic assessment

High quality and timely output 

o(possible) Joint REA at the time of MA  (Pharma)

No repetition/Mandatory uptake → no duplication at national level

Transparency → stakeholders' involvement

Regulation on Health Technology Assessment (HTA)

Key elements (1)
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Possible areas of joint work:

- Common tools and methodologies

- Horizon scanning/topic selection 

- Joint early dialogues

oMulti-HTA

oParallel with regulators (e.g. parallel consultation with EMA)

- Joint REA → limited scope 

oE.g. for medicinal products → subject to the central marketing authorisation procedure 

New active substances

New therapeutic indication for existing active substances

Regulation on Health Technology Assessment (HTA)

Key elements (2)
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Governance → stable secretariat

- Administrative support (e.g. meetings, planning)

- Scientific/technical support (e.g. scientific secretariat to rapporteurs, quality management)

- IT support (e.g. submission system, databases) 

- Support voluntary cooperation (e.g. notification, adaptation common tools)

Regulation on Health Technology Assessment (HTA)

Key elements (3)
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Regulation on Health Technology Assessment (HTA)
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Under discussion…

- “Voluntary” vs. “Mandatory” vs. “Third way”

- 4 pillars: Joint clinical assessment; joint scientific consultations, 

identification of emerging health technologies; voluntary cooperation

- Regulation vs. Rules of the Procedure

- Safeguard clause (protect public heath)

(…)

Regulation on Health Technology Assessment (HTA)
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• In accordance with Article 168(7) of the Treaty on the Functioning of the European

Union (TFEU), the member States remain responsible for the organisation and delivery

of their healthcare (…) The outcome of such assessments should not therefore affect

the discretion of Member States in relation to subsequent decisions on pricing and

reimbursement of health technologies, including the fixing of criteria for such pricing and

reimbursement which may depend on both clinical and non-clinical considerations, and

which remain solely a matter of national competence.

Regulation on Health Technology Assessment (HTA)
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http://ec.europa.eu/health/technology_assessment/policy/index_en.htm

http://ec.europa.eu/health/technology_assessment/policy/index_en.htm
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LA VALLETTA DECLARATION

•Round Table meetings for European Health Ministers and CEO’s/Heads of Europe-
based pharmaceutical companies
•Hague, May 2016; Lisbon, December 2016; La Valletta, May 2017
Discussion about accessibility and affordability of innovative medicines for patients, prices of medicines

•23/07/2016 – Council Conclusions on strengthening the balance in the pharmaceutical 
systems in the European Union and its Member States

(25) RECOGNISES that a number of Member States have expressed interest in pursuing voluntary cooperation between two or more Member States in the
field of Health Technology Assessment as well as in exploring voluntary cooperation in different areas, for example on issues related to pricing and
reimbursement of medicinal products, activities aimed at ‘horizon scanning’, the exchange of information and knowledge, the collection and exchange of
price data such as the EURIPID collaboration, and in some cases by bringing together of facilities and resources as well as instruments for joint price
negotiations and the conducting of early dialogue with companies developing new products; all these activities should remain to be voluntary,
focused on clear added value, shared interests and objectives;

•30/06/2017 – Council Conclusions Encouraging Member States-driven Voluntary 
Cooperation between Health Systems

(20) NOTES that tackling the specific characteristics and challenges arising in the healthcare market for therapeutic innovations, in particular in the field of 
rare diseases, and the development of personalised medicine, may benefit from voluntary cooperation so as to ensure a balance between access, 
quality, affordability and sustainability of health systems.

(27) Explore, through the exchange of information within existing relevant health fora, priority content areas and appropriate processes for the
development of Member State-driven voluntary cooperation, as a way to increase the effectiveness, accessibility and resilience of their health
systems, and to identify priority processes and product categories for which voluntary cooperation between the health systems of different
Member States may add value as a means of ensuring greater affordability and better access to health technologies
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LA VALLETTA DECLARATION

Member States expressed their political will to cooperate in full trust, loyalty, solidarity and

transparency for better access to medicines

Objectives

•Guaranteeing patients’ access to new and innovative medicines and therapies

•Ensuring sustainability of national health systems

•Achieving collaboration between the Member States leading to synergy between these countries

•Supporting cooperation with stakeholders for the mutual benefit of all the different players,

particularly the citizens of the countries concerned

Signed on 8 May 2017 in La Valletta
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LA VALLETTA DECLARATION

➢Croatia

➢Cyprus

➢Greece

➢Ireland

➢Italy

over 160 million citizens 

31,5% of EU population

as one aggregated joint 

market

➢Malta

➢Portugal

➢Romania

➢Slovenia

➢Spain

Open to other EU Member 

States
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PERMANENT TECHNICAL COMMITTEE 

(VTC)

➢Permanent Technical Committee (Valletta Technical Committee):

• IT Chair and PT Vice-Chair

• Secretariat in La Valletta, MT

• Confidentiality Agreement signed by VTC members

➢ Meetings of the Valletta Technical Committee held, on a rotation basis, in the participating countries,

some of which with a joint Ministerial session

➢Work Plan

➢ Sharing of information and exchange of good practices

➢ Identification of areas of cooperation, objectives and scope of work

➢ Joint assessment and negotiation for selected medicines
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Activities of the Valletta Technical Committee

• Gathering and sharing of information ( e.g. policies and reimbursement of biosimilars) 

• Exchange of good practices 

• Horizon scanning of innovative medicines and therapies 

• Performing joint clinical assessment and economic evaluation

• Running joint price negotiations

The Valletta Declaration: focus and activities (1)
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The Valletta Declaration: focus and activities (2)

➢Performing joint clinical assessment, economic evaluation and running joint price 
negotiation

➢ Medicines without MA or at early phase of MA

➢ Innovative medicines, including orphans

➢Criteria for prioritization of products

➢Interest of the therapeutic indications

➢Unmet medical need

➢Cost of therapies

➢Expected volume of use and prevalence of the disease

➢Alternative treatments already approved for these indications

➢Level of cooperation with the marketing authorization holder
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The Valletta Declaration: crucial issues 

➢ It is a political and administrative agreement between governments of Member States

➢ Joint assessments must start early in the marketing authorization procedure at EU level so as to ensure

that no reimbursement dossier is submitted in any country

➢ Any joint outcome has to be implemented in each country in accordance with their respective legal

framework

➢ The joint assessments should be harmonized, streamlined and rapid in order not to introduce delays in

the access to medicines

➢ Industry is concerned about possible uncertainty in the implementation of joint outcomes at national level

➢ Need to guarantee confidentiality during the whole process and in the final agreed prices
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The Valletta Declaration: way forward

➢ Strong political will of the Health Ministers of participating countries to progress quickly in
order to provide answers to the growing challenge posed by new, innovative high-cost
medicines for the sustainability of the health systems

➢ Regional cooperation amongst countries could be an effective way to address the challenge
of the pricing of medicines

➢ Industry cooperation is crucial for the success of the joint processes

➢ Achieving tangible outcomes for health systems of the participating countries

➢ Initiative is being pursued and strengthened progressively through cooperation and regular
high level and ministerial meetings



LA VALLETTA DECLARATION

Permanent Technical Committee (VTC)

INFARMED, 4 maio 2018
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