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1.

INTRODUCTION

1.1.

1.2.

What do our citizens want?

EU citizens want to live healthily and safely wherever and whoever they are
and to have confidence in the products and services they consume. They also
want a say in the decisions that affect their health and their consumer interests.
The EU, national and regional authorities, businesses and civil society must
play a part to respond to these concerns, but there are common health and
consumer policy challenges that only EU level action can tackle.

This Communication sets out how the EU intends to improve health and
consumer confidence using the Treaty provisions'. By doing so it will help to
bring Europe closer to its citizens and contribute to enhancing its
competitiveness. Better health contributes to Europe’s productivity, labour
force participation and sustainable growth. Bad health drives up costs and is a
burden on the economy. Equally, achieving an Internal Market in goods and
services that responds to consumer needs and demands will improve
competitiveness.

Why a joint approach

This Communication and the attached programme proposal bring together
Public Health and Consumer protection policies and programmes under one
framework to make EU policy work better for citizens. Many objectives of
health and consumer actions under Treaty articles 152 and 153 are shared:
promoting health protection, information and education, safety and integration
of health and consumer concerns into all policies. Health and consumer
policies also use many similar types of actions to pursue their objectives e.g.
information to citizens, consultation of stakeholders, mainstreaming activities,
risk assessment. Bringing the two areas together will thus lead to greater policy
coherence, economies of scale and increased visibility.

Finally, the joint programme will offer savings and synergies in terms of
streamlined administrative and budgetary procedures, common tools and a
common executive agency.

While exploiting synergies, the programme will maintain and develop the core
specificities of actions on health and consumer protection so as to respond to
stakeholders’ concerns.

The new Constitution would reinforce the Treaty mandate by stating that “the Union's aim is to promote

peace (...) and the well-being of its peoples” (art. I-3). It would also extend Community health powers

(art. ITI-278). The Charter of Fundamental Rights further states that “everyone has the right of access to

preventive health care and the right to benefit from medical treatment (...). A high level of human

health protection shall be ensured in the definition and implementation of all Union policies and
activities” (art. I1-95).
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Making Europe’s citizens Healthier, safer and more confident

The goal of EU Health and Consumer Policy is to improve EU citizens’ quality of
life in terms of their health and their consumer interests. For health, progress will be
assessed with the Healthy Life Years (HLY) Structural Indicator (the number of
years a person can expect to live in good health) and the EC Health Indicators. For
consumer policy, a range of indicators is being developed.

2.1.

2.2.

Joint Health and Consumer protection objectives

EU Health and Consumer policies have three core joint objectives:

1.

Protect citizens from risks and threats which are beyond the control of
individuals and that cannot be effectively tackled by individual Member
States alone (e.g. health threats, unsafe products, unfair commercial
practices).

Increase the ability of citizens to take better decisions about their health
and consumer interests.

Mainstream health and consumer policy objectives across all Community
policies in order to put health and consumer issues at the centre of policy-
making.

Common actions

There are several areas of synergy between EU Health and Consumer policies
and thus much scope for complementary action as follows:

Improve communication with citizens to provide information they need
for their health and consumer interests, and feed their concerns into
policy-making better e.g. by developing web portals, awareness-raising
campaigns, surveys, conferences, and information points.

Increase the participation of consumer and health organisations in EU
policy-making e.g. by promoting their networking, wider public
consultations and better representation in consultation bodies. Consumer
and health organisations need active, expert and articulate voices. There
is still a lack of a credible EU consumer movement and a need to
strengthen health networks.

Develop a Commission approach to integrate health and consumer
concerns into other policies and share best practice with the Member
States. In the health area, Health Impact Assessment will be developed
and synergies built with policies such as food safety, social policy,
environment, customs, research, and regional policy. In the consumer
area, policies that regulate markets or citizens’ rights (e.g. copyright,
access to justice), competition, services of general interest,
standardisation and the information society are key.
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o Enhance scientific advice and expert risk assessment e.g. by promoting
the early identification of risks; analysing their potential impact;
information exchange on hazards and exposure; fostering harmonised
approaches to risk assessment and promoting training for assessors.

o Promote the safety of products and substances of human origin (blood,
tissues and cells) e.g. with best practice exchange, awareness raising,
implementation guidelines, training and networking, surveillance and
development of standards.

o Promote international cooperation with international organisations and
third countries in health and consumer protection. The EU must play a
bigger role in international health e.g. by strengthening co-operation with
the WHO and the OECD and by supporting third countries on major
health issues, in particular candidate and neighbourhood countries and
the Western Balkans. On consumer affairs, international regulatory
cooperation is needed e.g. on product safety and dealing with rogue
traders.

The proposed programme budget is EUR 1203 million, which represents a
substantial increase vis-a-vis current expenditure. The executive agency set up
for the Public Health Programme® will be extended to support the new
programme (see annex 1).

3. Making European citizens healthier

3.1.

Where we are

Health is a basic human right. Making European citizens healthier is the
ultimate goal of all health activities pursued under the Treaty.

EU citizens are living longer and in better health than ever before. However,
Europe faces serious health challenges requiring EU response.

The open consultation on health pointed to the need to boost EU action’ e.g. on
mainstreaming health, tackling determinants, preventing diseases, investing in
health research, improving information, addressing inequalities, enhancing
international co-operation, involving stakeholders in policy-making and the
need for more resources. The evaluation of the health programmes 1996-2002
also recommended more focus on prevention and dissemination of information
and exchange of knowledge.

2 Decision 2004/858/EC.

A reflection process on health launched in July 2004 generated nearly 200 contributions.

4 Evaluation by Deloitte, 2004.
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First, there are major inequalities within and between Member States in life
expectancy, health status and access to healthcare. In turn this leads to
inequalities in growth and competitiveness. Health contributes to productivity,
labour participation and economic growth. Cost-efficiency actions and
investment in prevention are thus needed to improve both health and the
economy. This was concluded in the Lisbon process, which also stressed that
“a major challenge will be to reduce the important differences between
Member States in terms of life expectancy, incidence of major diseases and
health capability. Modernising the health sector (...) can make a substantial
contribution to sustain labour supply”. The EU can add value in helping
bridge the health gap and in positioning health as a factor of competitiveness
e.g. with awareness raising, gathering and dissemination of evidence and
exchange of good practice.

The Report to the Spring Council stresses that increasing Healthy Life Years
(HLY) is crucial in attracting more people into employment®. Increasing HLY
by preventing disease and promoting active ageing is important for the
sustainability of public finances under pressure from rising healthcare and
social security costs, a pressure growing as the population ages and the
proportion of the population of working age falls.

Meeting the challenges posed by health inequalities and ageing requires a
range of cross-sector actions. Also the rise in childhood diseases linked, e.g.
with obesity, demands a special focus on the childhood dimension of health
promotion.

Health inequalities, ageing and children’s health are thus underlying themes
of all health activities under the current programme.

Second, lessons from global health threats such as avian influenza show the
need for increased EU capacity to protect citizens against threats requiring a
coordinated response, including bioterrorism. In line with its Strategic
objectives for 2005-2009, which stress the importance of countering threats to
citizens’ health and safety at EU level, the Commission proposes that the
programme has a new strand on response to threats.

Third, Member States face common challenges that require promoting health
and preventing illness. The growing burden of avoidable diseases related to
life-style and addiction (e.g. tobacco, alcohol, drug use, nutrition), diseases
such as HIV and mental illness, all call for EU level action. To help meet these
challenges, the health determinants strand will be reinforced and
complemented by a new strand on disease prevention.

SEC(2005) 160, 28.1.2005.
Communication to the Spring European Council COM(2005) 24, 2.2.2005.
Strategic objectives 2005-2009, “Europe 20107, 2005.
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3.2

Fourth, the EU can help health systems respond to the challenges they face.
The Lisbon process concluded that EU support to healthcare systems can
provide important added value. A new strand on health systems co-operation is
thus proposed.

Fifth, health policy must be based on sound information. The existing health
information strand will be expanded, with a stronger focus on analysis and
dissemination to citizens.

Lastly, health policies will be shaped in closer partnership with citizens and
stakeholders e.g. by providing support to develop organisations representing
patients’ interests or which take forward the health agenda.

The programme thus reinforces the three strands of the Public Health
Programme (information, threats and determinants), and creates three new
ones: response to threats, disease prevention and co-operation between health
systems.

What we do next

The EU will seek to improve citizens’ health throughout their lives, to promote
health as a human right and to encourage health investment by pursuing the
following objectives.

First, to protect citizens against health threats.
Second, to promote policies that lead to a healthier way of life.
Third, to contribute to reducing the incidence of major diseases in the EU.

Fourth, to contribute to the development of more effective and efficient health
systems.

Fifth, to support the objectives above by providing health information and
analysis.

The following strands of action are foreseen. Annex II to the attached proposal
for a Decision provides an exhaustive list of actions planned under each strand.

3.2.1. Enhance surveillance and control of health threats

Protecting EU citizens against health threats is a Treaty obligation. The
creation of the European Centre for Disease Prevention and Control
(ECDC)® is a key step. It will analyse, assess and advise on risks from
communicable diseases, and enhance capacity. Action under the
programme and ECDC activities will be complementary and will boost
Member States’ efforts. It will also support the work of international
organisations on communicable disease control.

Regulation (EC) No 851/2004.
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The programme will cover monitoring and surveillance of threats not in
the ECDC remit, in association with the “information strand”, in
particular on physical and chemical agents; translate research into
practical methodologies; and implement the decision creating a EU
surveillance networkg, Directives on blood, tissues and cells, and
vaccination policies. To develop EU diagnostic capabilities for pathogens
requires a European reference laboratory structure for rare or high-risk
pathogens. Criteria to evaluate the performance of these laboratories will
be set. Lastly, action will aim to help Member States and candidate
countries to implement the International Health Regulations.

3.2.2. Deliver response to health threats (new strand)

To protect citizens effectively, the EU needs technical and operational
capability to prepare for and respond to health threats. Capacity is needed
to respond to health risks from an event (inside or outside the EU) to
minimise the potential impact on the EU.

Work under this strand of the programme will enhance the effectiveness
of national structures and resources with action to improve risk
management and plans for health emergencies; facilitate alert and
follow—up communication and co-ordination of actions in health
emergencies; improve preparedness and intervention capacities for health
emergencies focusing on concrete mechanisms and provision of health
assets; facilitate networking and exchange of expertise and best practice.

It will thus help Member States develop their infrastructure, capacity and
co-ordination arrangements needed to respond to a threat, e.g. setting up
networks, training experts and developing health contingency planning.
In addition, natural or man-made disasters with health consequences
require e.g. dispatching health experts and medical equipment. This
involves planning and co-ordination mechanisms to mobilise, deploy and
use health resources in health emergencies and crises.

3.2.3. Promote health by tackling determinants

Promoting good health requires tackling both the life style factors and
addictions that undermine health (e.g. smoking, alcohol, unhealthy diets)
and broader socio-economic and environmental health determinants. The
overall approach to pursue this objective consists of a series of
Community strategies to tackle the most important determinants, such as
nutrition and obesity, alcohol abuse, tobacco smoking and drugs'® as well
as HIV/AIDS" and reproductive health.

Decision No 2119/98/EC.

In co-operation with the EU Drug Strategy 2005-2012.

In co-operation with action for “A coherent European Policy Framework for External Action to
confront HIV/AIDS, Malaria and Tuberculosis” - COM(2004) 726.
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Socio-economic factors such as poverty and working conditions will be
addressed by actions to disseminate best practice and to integrate health
inequality issues in other policies. Environmental actions will build on
the environment and health action plan 2004-2010, and focus on indoor
air quality, environmental tobacco smoke and health outcomes linked to
the environment.

As many problems originate in childhood, a life-cycle approach will be
used to focus on young people’s health. In addition, actions on the impact
of ageing on health and healthcare demand will be proposed.

Lastly, the Commission will develop thematic platforms bringing
together Member States and stakeholders and different actions on
specific determinants.

3.2.4. Prevent diseases and injuries (new strand)

Some diseases, including mental illnesses, cancer and cardio-vascular
diseases, represent a major share of the EU disease burden. Action on
determinants must be complemented by action to tackle such diseases,
when this provides added value or when cross-border action is justified in
terms of efficiency, as with rare diseases. Actions include support for
secondary prevention e.g. screening and early detection through
exchange of good practice, platforms, studies and networking. Synergies
are envisaged with the 7™ Framework Programme for Research.

To help reduce accidents and injuries, preventive actions, campaigns and
a strategy focusing on particular risk groups and situations will be
proposed.

3.2.5. Achieve synergies between national health systems (new strand)

Health services are primarily Member States’ responsibility but EU-level
cooperation can benefit patients and health systems facing common
challenges e.g. medical advances, ageing, mobility of patients and
professionals. The Commission is facilitating cooperation through the
meetings of the High Level Group on Health Services and Medical care
and the open method of coordination'?. Effective cooperation requires
resources e.g. to set up and operate networks and carry out analysis.

Community support would include facilitating cross-border healthcare
provision, information exchange, promoting patient safety, support to set
up an EU system for centres of reference and providing information on
health services. There will be complementarities with the 7" Framework
Programme for Research and the action plan for eHealth.

12

COM(2004) 301 and COM(2004) 304.
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3.2.6. Generate and disseminate more and better health information to citizens,
health experts and policy-makers

An EU-wide knowledge base is needed for the collection, analysis, and
dissemination of comparable and reliable health information to citizens
and policy makers. To generate and disseminate better information
means expanding existing work to develop a EU health monitoring
system that feeds into all health activities, using the Community
Statistical Programme as necessary.

To implement this objective means developing existing indicators and
new tools to collect data, a European health survey, more dissemination
to citizens with an EU health portal, campaigns targeting young people,
networking and information on rare diseases. It also includes
strengthening health analysis and supporting e-Health tools.

Towards a European Market for European Consumers

4.1.

4.2.

Where we are

Consumer confidence as a basic requirement of markets is better understood;
but it has not been reflected enough in all policy areas.

Member States now give more priority to consumer protection. Business
recognises the value of European consumer protection legislation to develop
the internal market, reinforce consumer confidence and exclude rogue traders.
The importance of strong, credible consumer representation is also recognised.

As the impact assessment demonstrates, we need more progress in those areas
recognised as priorities for consumer policy. Our current goals: a common high
level of consumer protection, proper enforcement of legislation and a stronger
voice for consumers in policy making therefore remain still valid, as is the
target of integrating consumer interests in other policies. Similarly, developing
data to understand consumers’ problems and needs remains a challenge,
despite recent progress.

Market integration results in economic benefits for consumers (greater choice
of goods and services, competition on merit; lower prices; higher standards of
living). Internal Market policies must ensure that these benefits are realised,
including on the quality of goods and services, and their accessibility and
inclusiveness. The Internal Market cannot function properly without consumer
confidence. Adequate consumer protection is necessary for growth and
competitiveness.

What we do next

Consumer policy must, however, continue to keep up with developments.
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Challenges that face consumer policy....
Such as:

o an ageing population, as well as the need for inclusiveness (particularly
in the context of the information society) with regard to special needs.
These include problems regarding the safety of goods and services,
vulnerability to scams and rogue traders; easy access to essential goods
and services.

. combined with the challenges posed to all consumers by more complex
and sophisticated modern markets, that allow more choice, but also bring
greater risks including crime.

o realising the potential for cross-border shopping by eliminating
remaining barriers to the completion of the retail dimension of the
internal market.

o the combined challenge of improving the application and enforcement of
legislation, in particular across borders.

....require additional efforts and new ideas, which will be dealt with
through action in these two priority areas:

o ensuring a common high level of protection for all EU consumers,
wherever they live, travel to or buy from in the EU, from risks and
threats to their safety and economic interests.

J increasing consumers’ capacity to promote their own interests, i.e.
helping consumers help themselves.

In addition, a European Consumer Institute created within the single executive
agency of the programme will be the cornerstone for implementing these
actions (see annex 1).

Four strands of actions are foreseen:
4.2.1. Better understanding of consumers and markets
This includes:

o Developing and updating its scientific knowledge base and
assessment tools on consumer exposure to chemicals, including
with respect to general product safety, and to contribute to the
application of REACH.

10



o Developing comparable consumer policy indicators and
benchmarks: measure success of the market in delivering results for
consumers, e.g. on prices, levels of cross-border B2C purchases,
cross-border marketing, consumer fraud, accidents and injuries,
consumer complaints — with particular emphasis on Services of
General Interest.

o Deepening knowledge of consumer demand and behaviour and
interaction with businesses, and market impacts of regulation e.g.
through work on information provided to consumers and consumer
satisfaction using the Community Statistical Programme as
necessary.

Some of this work can be accommodated under the 7" Framework
Programme for Research.

4.2.2. Better consumer protection regulation
This includes:

o Completing the review of consumer law directives, developing a
Common Frame of Reference for European contract law.

o Analysis of the safety aspects of the growing cross-border market
in services, full analysis of the General Product Safety directive,
and more systematic use of standards.

o Understand better national consumer policies: identify and promote
best practice; setting benchmarks and recommendations; training
policy makers and enforcers.

. Examining how consumer interests are taken into account in
standardisation, identify improvement needs.

o Ensuring consumers are heard in EU policy-making, support
effective consumer organisations at EU level and their participation
in consultative bodies, forum groups, and specialist panels.

4.2.3. Better enforcement, monitoring and redress
This includes:

. Strengthening cross-border enforcement: implementation of
relevant legislation and coordinating the work of all actors, and in
particular customs, including on General Product Safety, RAPEX,
and taking into account the international dimension.

11
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o Improving transposition and implementation of EU directives,
focusing more resources on monitoring transposition and
implementation, to ensure consistent interpretation.

. Improving consumer organisations’ ability to assist consumers, act
as an early warning system to identify rogue traders, and monitor
national policies.

o Improve consumers’ means of redress, notably in cross-border
cases, including access to Alternative Dispute Resolution;
developing the network of European Consumer Centres.

4.2.4. Better informed and educated consumers

This includes:

o Informing consumers, jointly with Member States, e.g. about rights
and means of redress. This includes comparative testing, price
comparisons and better awareness of offers available throughout
the EU.

o Developing consumer education, building on the pilot work on
education carried out thus far; with national authorities, support
consumer education activities incorporating an EU dimension,
actions targeted at young consumers.

. Ensuring that consumers, through better information, are able to
make informed, environmentally and socially responsible choices
on food, the most advantageous products and services, and those
that correspond most to their lifestyle objectives thus building up
trust and confidence.

o Capacity building of consumer organisations: training to develop
skills, knowledge, networking and pooling of efforts.

The impact assessment shows the need for more and sustained action in
all these areas. This requires more resources than currently available.

Developing a knowledge base e.g. on consumer detriment, safety of
services, satisfaction and confidence of consumers on the market, on
services of general interest, or the information society, requires
considerably stepping up research carried out so far.

12
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Training of consumer organisations and information to citizens requires
sustained efforts which go beyond what current resources allow.
Enforcement cooperation, including developing networks, training
enforcers, to ensure optimal implementation and on-the-ground cross-
border enforcement, is necessary but has a cost. Continued efforts to
support consumer organisations require additional means in an enlarged
EU. Financial resources far above current levels are thus needed to
follow-up on the 2002-2007 Strategy, and to take on the outlined
challenges.

Implementing the programme and managing these additional resources
means efficient and structured organisation. The extension of the Health
Executive Agency to include a consumer department is the most cost
effective way of proceeding.

CONCLUSION

The proposals outlined represent a major departure for the EU. They build on the
work developed in the health and consumer areas and enable new links to be made
thus creating synergies. This will improve efficiency and effectiveness of EU actions
and make them more visible. More fundamentally, health and consumer interests lie
at the centre of people’s daily lives. By bringing these issues to centre stage and
proposing concrete action to meet citizens’ needs and concerns, the programme will
help to bring a focus on citizenship to the centre of policy-making and will help to
reconnect the EU with its citizens.

13
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Annex 1: The Executive agency of the joint Health and Consumer Programme

To implement the joint Health and Consumer programme, the Commission will be assisted by
one single executive agency, which will consist of an extended version of the existing Public
Health Programme’s executive agency encompassing the “Consumer Institute”.

To this end, the Commission will propose a modification to Commission Decision 2004/858
of 15 December 2004 creating the Executive agency for the Public Health Programme in
order to enlarge its scope of action to supporting the operation of the whole new joint
programme.

Without prejudice to this future Decision, it is envisaged that the agency would be organised
in two “departments”: the “Health Department” and the “Consumer Institute”. Common
actions would be managed jointly by the “two departments”.

The scope of action of the Public Health Programme executive agency created by Decision
2004/858 is limited to “implementing tasks concerning Community aid under the programme,
except for programme evaluation, monitoring of legislation or any other actions which could
come under the exclusive competence of the Commission”. In particular, the agency manages
specific projects, deals with procedures linked to the award of contracts and grants and
provides “logistic, scientific and technical support in particular by organising meetings,
preparatory studies, seminars and conferences”.

The “Consumer Institute” part of the agency is intended to support the Commission in
carrying out the financial and administrative work on all consumer policy actions envisaged in
the Health and Consumer protection Strategy. This would include the organisation of calls for
tender and data collection and related work to bolster research and data collection;
organisation and practical day-to-day running of programmes to educate and train Member
State experts, consumer organisations and their experts; and the dissemination of data and
information. The Consumer Institute should actively seek co-operation with other Community
bodies and programmes, and notably the Joint Research Centre and the Statistical Office of
the European Communities with a view to reinforce synergies in all relevant areas of
consumer protection (e.g. exposure, consumer safety, method validation).

As is the case with all executive agencies, the Commission will remain in charge of all policy
decisions related to defining and managing policy priorities and action, including the
definition of the annual work plan (following the procedure specified in the draft Decision of
the European Parliament and of the Council establishing a programme of Community action
in the field of health and consumer protection (2007-2013). This would enable the
Commission services to focus on policy-related tasks.

14
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Annex 2: Examples of Policy areas and issues where synergies with health and consumer

policies can be developed further

Policies

Issues and programmes where synergies should be developed
further

Safety of the food
chain

Labelling, alert mechanisms, inspection and control

Synergies with Research, Transport, Environment,
Education, action on nutrition

Agriculture,

Social policy Social policy agenda
Social security benefits: Regulation 1408/71 and related regulations;
European Health Insurance Card
Social protection: Open Method of Co-ordination in Health care and
long-term care services (within OMC for Social Inclusion and
Protection)
European Social Fund (ESF) projects to train health professionals
Social and health services of general interest
Health and safety at work

Research Health and consumer research in the 7" framework programme for
Research (theme Health research of FP7)
Closer co-operation to be built with the Research programme, in
particular as regards the following strands of the Health and Consumer
programme: “Promote health by tackling determinants”, “Prevent
diseases and injuries” (including research on infectious diseases);
“Synergies between national health systems”.

Environment Environment and Health action plan 2004-2010

Information  society | eHealth Action Plan (eHealth applications, eHealth conferences)

and Media e-communication and consumer rights (Services of General Interest)
e-Inclusion and citizenship
12010 — A European Information Society for growth and employment
eAccessibility (Policy and Research activities)

Regional policy Solidarity Fund

Health under the Structural Funds’ new convergence objective 2007-13
Health as a driver of regional development/health infrastructure projects

Economic policy

Work on long-term budgetary projections of healthcare costs
Work with OECD on health studies
Macro-economic trends affecting consumer confidence

Health and consumer policies as drivers of competitiveness

Is EN




Enterprise Policy

Follow-up to the G10 medicines process and implementing the G10
recommendations

Joint action on pharmaceuticals and medical devices
REACH

Pedestrian safety

Cosmetics

Consumer interests in standardisation

Internal Market

Services in the Internal Market
Recognition of professional qualifications

Health insurance

Retail financial services

Postal services and Services of General Interest
Data on consumers in the Internal Market
Consumer detriment

E-commerce directive

Transport European Road Safety Action Programme
Transport of dangerous goods
Passenger Rights
Energy Radiation protection Policy
Liberalisation, consumer rights and safety
Competition Health services markets
Consumer benefits and detriment
Trade Position of health services within trade negotiations
TRIPS, anti-retroviral drugs, trade in tobacco products
Integration of consumer views in the WTO, including the GATS
Regulatory dialogues
External policy Co-operation with neighbourhood countries
Development Action to confront HIV/AIDS, Malaria and Tuberculosis (external
and Aid policies action).
Shortages of health personnel in developing countries
Promotion of civil society input
Enlargement Promotion of convergence with the EU acquis on Health and Consumer

protection
Promotion of economic and social cohesion

Strengthening public administrations and institutions in the fields of
Health and Consumer protection

EN
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Taxation and Customs
Union

Taxes and duties on specific products relevant to health and consumers

Custom policies (ensuring provisions on health and safety for third
countries’ products entering the EU)

Agriculture

Quality policy
Cross compliance rural development programmes

Education / Culture

Youth programme, sports/promotion of physical activity
Life-long learning, consumer education

Statistical Programme

Statistics on health, health determinants, health services and food safety

Statistics on consumer protection including buying patterns, price
comparisons and price convergence for goods and services

Justice, Freedom and
Security

Access to Justice
International private law and mediation

Action on Drugs abuse: EU Drugs Strategy (2005-2012) and the EU
Action Plan on Drugs (2005-2008).

Enhancing consumer awareness of crime risks associated with products
and services (“crime proofing”)

Bioterrorism

Trafficking in Human Organs

Data protection

Horizontal policies

Better regulation

EU  communication
Strategy

Services of General
Interest

Full involvement of health and consumer representatives in the EU
policy process

Communication strategy includes health and consumer interests

Consumer rights in SGIs

17 EN




2005/aaaa (COD)
Proposal for a
DECISION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

establishing a programme of Community action in the field of health and consumer
protection (2007-2013)

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in particular Articles
152 and 153 thereof,

Having regard to the proposal from the Commission',

Having regard to the opinion of the European Economic and Social Committee’,
Having regard to the opinion of the Committee of the Regions®,

Acting in accordance with the procedure laid down in Article 251 of the Treaty”,
Whereas:

(1) The Community can contribute to protecting the health, safety and economic interests
of citizens through actions in the fields of public health and consumer protection.

(2) It is therefore appropriate to establish a programme of Community action on health
and consumer protection, replacing Decision No 1786/2002/EC of the European
Parliament and of the Council of 23 September 2002 adopting a programme of
Community action in the field of public health (2003-2008)° and Decision No
20/2004/EC of the European Parliament and of the Council of 8 December 2003
establishing a general framework for financing Community actions in support of
consumer policy for the years 2004 to 2007°. These Decisions should therefore be

repealed.

; OIC[..[...,p-[...]

\ ocCcl..L[...Lp-[..-]

) ocCcl...L,[.--L,p-[---]
ocCcl...L,[.--L,p-[---]

5 OJ L 271, 9.10.2002, p. 1. Decision as amended by Decision No 786/2004/EC (OJ L 138, 30.4.2004,
p.-7)

6 OJ L 5,9.1.2004, p. 1. Decision as amended by Decision No 786/2004/EC.
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3)

4)

)

(6)

Whilst maintaining the core elements and specificities of actions on health and
consumer protection, a single integrated programme should help to maximise
synergies in objectives and efficiency in administration of actions in these areas.
Combining health and consumer protection activities in a single programme should
help to meet joint objectives on protecting citizens from risks and threats, increasing
the ability for citizens to have the knowledge and opportunity to make decisions in
their interests and supporting mainstreaming of health and consumer objectives in all
Community policies and activities. Combining administrative structures and systems
should enable more efficient implementation of the programme and help to make best
use of available Community resources for health and consumer protection.

Health and consumer protection policies share common objectives relating to
protection against risks, improving decision-making of citizens and integrating health
and consumer protection interests in all Community policies, as well as common
instruments such as communication, capacity-building for civil society regarding
health and consumer protection issues, and promoting international cooperation on
these issues. Issues such as diet and obesity, tobacco and other consumption-related
choices related to health are examples of cross-cutting issues affecting both health and
consumer protection. Taking a joint approach to these common objectives and
instruments will enable activities common to both health and consumer protection to
be undertaken more efficiently and effectively. There are also separate objectives
relating to each of the two areas of health and consumer protection which should be
addressed through actions and instruments specific to each of the two areas.

Coordination with other Community policies and programmes is a key part of the joint
objective of mainstreaming health and consumer policies in other policies. In order to
promote synergies and avoid duplication, appropriate use will be made of other
Community funds and programmes including the Community framework programmes
for research and their outcomes, the Structural Funds, and the Community Statistical
Programme.

It is of general European interest that the health, safety and economic interests of
citizens, as well as consumer interests in the development of standards for products
and services, be represented at Community level. Key objectives of the programme
may also depend on the existence of specialised networks that also require Community
contributions to enable them to develop and function. Given the particular nature of
the organisations concerned and in cases of exceptional utility, the renewal of
Community support to the functioning of such organisations should not be subject to
the principle of gradual decrease of the extent of Community support.
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(7

®)

©)

(10)

(D

(12)

Implementation of the programme should build upon and extend existing actions and
structural arrangements in the fields of public health and consumer protection,
including the Executive Agency for the Public Health Programme set up by
Commission Decision 2004/858/EC’. Implementation should be carried out in close
cooperation with relevant organisations and agencies, in particular with the European
Centre for Disease Prevention and Control® established by Regulation (EC) No
851/2004 of the European Parliament and of the Council.

The measures necessary for the implementation of this Decision should be adopted in
accordance with Council Decision 1999/468/EC of 28 June 1999 laying down the
procedures for the exercise of implementing powers conferred on the Commission’,
respecting the need for transparency as well as a reasonable balance between the
different objectives of the programme.

The Agreement on the European Economic Area (hereinafter referred to as the EEA
Agreement) provides for cooperation in the fields of health and consumer protection
between the European Community and its Member States, on the one hand, and the
countries of the European Free Trade Association participating in the European
Economic Area (hereinafter referred to as the EFTA/EEA countries), on the other.
Provision should also be made to open the programme to participation by other
countries, in particular the neighbouring countries of the Community, countries that
are applying for, candidates for or acceding to membership of the Community, taking
particular account of the potential for threats to health arising in other countries to
have an impact within the Community.

Appropriate relations with third countries not participating in the programme should
be facilitated in order to help achieve the objectives of the programme, taking account
of any relevant agreements between those countries and the Community. This may
involve third countries taking forward complementary activities to those financed
through this programme on areas of mutual interest, but will not involve a financial
contribution under this programme.

It is appropriate to develop cooperation with relevant international organisations such
as the United Nations and its specialised agencies including the World Health
Organisation, as well as with the Council of Europe and the Organisation for
Economic Cooperation and Development with a view to implementing the programme
through maximising the effectiveness and efficiency of actions relating to health and
consumer protection at Community and international level, taking account of the
particular capacities and roles of the different organisations.

In order to increase the value and impact of the programme there should be regular
monitoring and evaluation, including independent external evaluations, of the
measures taken.

OJ L 369, 16.12.2004, p. 73.
OJ L 142,30.4.2004, p. 1.
OJ L 184,17.7.1999, p. 23.
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(13)

(14)

Since the objectives of the action to be taken on health and consumer protection
cannot be sufficiently achieved by the Member States due to the trans-national nature
of the issues involved, and can therefore by reason of the potential for Community
action to be more efficient and effective than national action alone in protecting the
health, safety and economic interests of citizens, be better achieved at Community
level, the Community may adopt measures, in accordance with the principle of
subsidiarity set out in Article 5 of the Treaty. In accordance with the principle of
proportionality, as set out in that Article, this decision does not go beyond what is
necessary in order to achieve those objectives.

The Commission should ensure an appropriate transition between this programme and
the two programmes it replaces, in particular regarding the continuation of multi-
annual measures and administrative support structures such as the Executive Agency
for the Public Health Programme.

HAVE ADOPTED THIS DECISION:

Article 1

Establishment of the programme

A programme of Community action in the field of health and consumer protection covering
the period from 1 January 2007 to 31 December 2013, hereinafter referred to as ‘the
programme’ is hereby established.

Article 2
Aim and objectives

The programme shall complement and support the policies of the Member States and
shall contribute to protecting the health, safety and economic interests of citizens.

The aim referred to in paragraph 1 shall be pursued through common objectives
together with specific objectives in the fields of health and consumer protection.

(@) The common objectives for health and consumer protection to be pursued
through the actions and instruments set out in Annex 1 to this Decision shall
be:

—  to protect citizens from risks and threats that are beyond the control of
individuals;

— to increase the ability of citizens to take better decisions about their
health and consumer interests;

— and to mainstream health and consumer policy objectives.

21

EN



EN

(b) The specific health objectives to be pursued through the actions and
instruments set out in Annex 2 to this Decision shall be:

— to protect citizens against health threats;

— to promote policies that lead to a healthier way of life;

— to contribute to reducing the incidence of major diseases;

— and to improve efficiency and effectiveness in health systems.

(c) The specific consumer protection objectives to be pursued through the actions
and instruments set out in Annex 3 to this Decision shall be:

— a better understanding of consumers and markets;
— better consumer protection regulation;
- better enforcement, monitoring and redress;

— and better informed and educated and responsible consumers.

Article 3
Methods of implementation

Actions in pursuit of the aims and objectives set out in Article 2 shall make full use
of appropriate available methods of implementation, including in particular:

(a) direct or indirect implementation by the Commission on a centralised basis;
(b) and joint management with international organisations.

For the purpose of paragraph 1(a) above, financial contributions by the Community
shall not exceed the following levels:

(a) 60% for an action intended to help achieve an objective forming part of a
Community policy within the field of health and consumer protection, except
in cases of exceptional utility where the Community contribution shall not
exceed 80%; and,

(b) 60% of expenditure for the functioning of a body pursuing an aim of general
European interest where such support is necessary to ensure representation of
health or consumer interests at Community level or to implement key
objectives of the programme, except in cases of exceptional utility where the
Community contribution shall not exceed 95%. The renewal of such financial
contributions may be exempted from the principle of gradual decrease.

For the purpose of paragraph 1(a) above, financial contributions by the Community

may, where appropriate given the nature of the objective to be achieved, include joint
financing by the Community and one or more Member States or by the Community
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and the competent authorities of other participating countries. In this case, the
Community contribution shall not exceed 50%, except in cases of exceptional utility,
where the Community contribution shall not exceed 70%. These Community
contributions may be awarded to a public body or a non-profit-making body
designated by the Member State or the competent authority concerned and agreed by
the Commission.

4. For the purpose of paragraph 1(a) above, financial contributions by the Community
may also be given in the form of flat-rate financing where this is suited to the nature
of the actions concerned. For such financial contributions the percentage limits
stipulated in paragraphs 2 and 3 above shall not apply. The criteria for selecting,
monitoring and evaluating such actions shall be adapted as necessary.

Article 4
Implementation of the programme
The Commission shall ensure the implementation of the programme in accordance with the
provisions of Article 7.
Article 5
Funding

1. The financial framework for the implementation of the programme for the period
specified in Article 1 is EUR 1 203 million.

2. Annual appropriations shall be authorised by the budgetary authority within the
limits of the financial perspective.

Article 6
Committee
1. The Commission shall be assisted by a Committee (hereinafter ‘the Committee”).
2. Where reference is made to this paragraph, Articles 4 and 7 of Decision

1999/468/EC shall apply, having regard to the provisions of Article 8 thereof. The
period laid down in Article 4(3) of Decision 1999/468/EC shall be set at two months.

3. Where reference is made to this paragraph, Articles 3 and 7 of Decision
1999/468/EC shall apply, having regard to the provisions of Article 8 thereof.

4. The Committee shall adopt its rules of procedure.
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Article 7
Implementation measures

1. The measures necessary for the implementation of this Decision relating to the
following shall be adopted in accordance with the management procedure referred to
in Article 6(2):

(a) the annual plan of work for the implementation of the programme, setting out
priorities and actions to be undertaken, including the allocation of resources
and relevant criteria;

(b) the arrangements for evaluating the programme referred to in Article 10.
2. The Commission shall adopt any other measures necessary for the implementation of
this Decision. The Committee shall be informed of them.
Article 8
Participation of third countries
The programme shall be open to the participation of:

(a) the EFTA/EEA countries in accordance with the conditions established in the EEA
Agreement;

(b) and third countries, in particular countries in the European neighbourhood, countries
that are applying for, candidates for or acceding to membership of the Union, and the
western Balkan countries included in the stabilisation and association process, in
accordance with the conditions laid down in the respective bilateral or multilateral
agreements establishing the general principles for their participation in Community
programmes.

Article 9
International cooperation
In the course of implementing the programme, relations with third countries that are not
participating in the programme and relevant international organisations shall be encouraged.
Article 10
Monitoring, evaluation and dissemination of results

1. The Commission, in close cooperation with the Member States, shall monitor the
implementation of the actions of the programme in the light of its objectives. It shall
report to the Committee, and shall keep the Council and Parliament informed.
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2. At the request of the Commission, Member States shall submit information on the
implementation and impact of this programme.

3. The Commission shall ensure that the programme is evaluated three years after its
start and following the end of the programme. The Commission shall communicate
the conclusions thereof, accompanied by its comments, to the European Parliament,
the Council, the European Economic and Social Committee and the Committee of
the Regions.

4. The Commission shall make the results of actions undertaken in accordance with this
Decision publicly available and shall ensure their dissemination.
Article 11
Repeal

Decisions No 1786/2002/EC and No 20/2004/EC are repealed.

Article 12
Transitional measures

The Commission shall adopt any measures necessary to ensure the transition between the
measures adopted under Decisions No 1786/2002/EC and No 20/2004/EC and those to be
implemented under this programme.

Article 13

Final provision

This Decision shall enter into force on the day following that of its publication in the Official
Journal of the European Union.

Done at Brussels,

For the European Parliament For the Council
The President The President
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ANNEX 1 — Strengthening synergies through common actions and instruments

Objectives

1. To protect citizens from risks and threats that are beyond the control of
individuals (e.g. health threats which affect the society as a whole, unsafe products,
unfair commercial practices).

2. To increase the ability of citizens to take better decisions about their health and
consumer interests.

3. To mainstream health and consumer policy objectives.

Actions and instruments

1. IMPROVE COMMUNICATION WITH EU CITIZENS ON HEALTH AND CONSUMER ISSUES
1.1. Awareness-raising campaigns.
1.2. Surveys.
1.3. Conferences, seminars, experts and stakeholders meetings.
1.4. Publications on issues of interest for health and for consumer policy.
1.5. Provision of online information.
1.6. Developing and use of information points.

2. INCREASE CIVIL SOCIETY AND STAKEHOLDERS’ PARTICIPATION IN POLICY-MAKING
RELATED TO HEALTH AND CONSUMER PROTECTION

2.1. Promote and strengthen Community level consumer and health organisations.
2.2. Training and capacity-building for consumer and health organisations.

2.3. Networking of non-governmental consumer and health organisations and other
stakeholders.

2.4. Strengthening of Community-level consultative bodies and mechanisms.

3. DEVELOP A COMMON APPROACH FOR INTEGRATING HEALTH AND CONSUMER
CONCERNS INTO OTHER COMMUNITY POLICIES

3.1. Development and application of methods to assess the impact of Community
policies and activities on health and consumer interests.

3.2. Exchange best practice with Member States on national policies.

3.3. Studies on impact of other policies on health and consumer protection.
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PROMOTE INTERNATIONAL CO-OPERATION RELATED TO HEALTH AND CONSUMER

PROTECTION

4.1. Co-operation measures with international organisations.

4.2. Co-operation measures with third countries who are not participating in the
programme.

4.3. Encourage health and consumer organisations’ dialogue.

IMPROVE THE EARLY DETECTION, EVALUATION AND COMMUNICATION OF RISKS

BY:

5.1. Supporting scientific advice and risk evaluation, including the tasks of the
independent scientific committees established by Commission Decision
2004/210/EC".

5.2. The collection and collation of information and establishment of networks of
specialists and institutes.

5.3. Promoting the development and harmonisation of risk assessment
methodologies.

5.4. Actions for collecting and assessing information on the exposure of
populations and sub-groups to chemical, biological and physical hazards to
health.

5.5. Establishing mechanisms concerning early detection of emerging risks and
action on newly identified risks.

5.6. Strategies to improve risk communication.

5.7. Training in risk assessment.

PROMOTE THE SAFETY OF GOODS AND OF SUBSTANCES OF HUMAN ORIGIN

6.1.

6.2.

6.3.

Analysis of injury data and development of best practice guidelines in relation
to the safety of consumer products and services.

Development of methodologies and database maintenance for the purpose of
data collection on injuries in relation to the safety of consumer products.

Activities to help enhance the safety and quality of organs and substances of
human origin, including blood, blood components and blood precursors.

1

OJ L 66, 4.3.2004, p. 45.
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6.4.

6.5.

Promoting the availability and accessibility across the Community of organs
and substances of human origin of high quality and safety for medical
treatments.

Technical assistance for the analysis of issues related to the development and
implementation of policies and legislation.
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ANNEX 2 - HEALTH

ACTIONS AND SUPPORT MEASURES

Objective one: protect citizens against health threats

1.

ENHANCE SURVEILLANCE AND CONTROL OF HEALTH THREATS BY

1.1.

1.2.

1.3.

1.4.

L.5.

1.6.

1.7.

Enhancing the capacity to tackle communicable diseases by supporting the
further implementation of Decision No 2119/98/EC on the Community
network on the epidemiological surveillance and control of communicable
diseases;

Developing strategies and mechanisms for preventing, exchanging information
on and responding to non-communicable disease threats;

Exchanging information on strategies and developing joint strategies to detect
and obtain reliable information on health threats from physical, chemical or
biological sources, including those relating to deliberate release acts, and
developing and wusing, when appropriate, Community approaches and
mechanisms;

Improving laboratory co-operation to assure high quality diagnostic capabilities
for pathogens across the Community, including a Community reference
laboratory structure for pathogens requiring enhanced Community
collaboration;

Developing new and improved prevention, vaccination and immunisation
policies, partnerships and tools and monitoring immunisation status;

Developing and implementing vigilance networks and reporting systems for
adverse events when using preventive health measures and substances of
human origin;

Technical assistance for the analysis of issues related to the development and
implementation of policies and legislation.

DELIVER RESPONSE TO HEALTH THREATS BY

2.1

2.2.

2.3.

Elaborating risk management procedures for health emergencies and enhancing
capability for coordinated responses to health emergencies;

Developing and maintaining capacity for appraising and addressing the needs
and gaps in preparedness and response and for rapid and reliable
communications and consultation on counter-measures;

Developing risk communication strategies and tools for information and
guidance to the public, and health professionals, and improving awareness and
interaction among actors;
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24.

2.5.

2.6.

2.7.

Developing strategies and procedures for drawing up, testing, evaluating and
revising general co