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DECISIONS ADOPTED JOINTLY BY THE EUROPEAN PARLIAMENT AND THE

COUNCIL

DECISION No 1350/2007/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 23 October 2007

establishing a second programme of Community action in the field of health (2008-13)

(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 Article 152 thereof,

Having regard to the proposal from the Commission,

Having regard to the Opinion of the European Economic and
Social Committee (1),

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 (3,

@

The health sector is characterised on the one hand by its
considerable potential for growth, innovation and
dynamism, and on the other by the challenges it faces
in terms of financial and social sustainability and effi-
ciency of the health care systems due, among other
things, to ageing of the population and to medical
advances.

The programme of Community action in the field of
public health (2003-08), adopted by Decision No
1786/2002/EC of the European Parliament and of the
Council (*, was the first integrated Community
programme in this field, and it has already delivered a
number of important developments and improvements.

Continued effort is required in order to meet the
objectives already established by the Community in the
field of public health. It is therefore appropriate to
establish a second programme of Community action on
health (2008-13) (hereinafter referred to as ‘the
Programme’).

Whereas:
(5 A number of serious cross-border health threats with a
) ) ) possible worldwide dimension exist and new ones are
(1)~ The Community can contribute to protecting the health emerging which require further Community action. The

and safety of citizens through actions in the field of
public health. A high level of health protection should
be ensured in the definition and implementation of all
Community policies and activities. Under Article 152 of
the Treaty, the Community is required to play an active
role by taking measures which cannot be taken by indi-
vidual Member States, in accordance with the principle of
subsidiarity. The Community fully respects the responsi-
bilities of the Member States for the organisation and
delivery of health services and medical care.

() OJ C 88, 11.4.2006, p. 1.
() OJ C 192, 16.8.2006, p. 8.
(}) Opinion of the European Parliament of 16 March 2006 (O] C 291

Community should treat serious cross-border health
threats as a matter of priority. The Programme should
place emphasis on strengthening the Community’s
overall capacities by further developing cooperation
between the Member States. Monitoring, early warning
and action to combat serious threats to health are
important areas where an effective and coordinated
response to health threats should be promoted at
Community level. Action to ensure high-quality diag-
nostic cooperation between laboratories is essential in
order to respond to health threats. The Programme
should encourage the establishment of a system of
Community reference laboratories. However, such a

E, 30.11.2006, p. 372), Council Common Position of 22 March system needs to be based on a sound legal base.

2007 (O] C 103 E, 8.5.2007, p. 11) and Position of the European
Parliament of 10 July 2007 (not yet published in the Official
Journal). Council Decision of 9 October 2007.

(% OJ L 271, 9.10.2002, p. 1. Decision as amended by Decision No
786/2004/EC (O] L 138, 30.4.2004, p. 7).
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(6)

(10)

According to the World Health Organisation (WHO)
European Health report 2005, in terms of Disability
Adjusted Life-Years (DALYs), the most important causes
of the burden of disease in the WHO European Region
are non-communicable diseases (NCDs — 77 % of the
total), external causes of injury and poisoning (14 %) and
communicable diseases (9 %). Seven leading conditions
— ischaemic heart disease, unipolar depressive
disorders, cerebrovascular disease, alcohol use disorders,
chronic pulmonary disease, lung cancer and road traffic
injuries — account for 34 % of the DALYs in the region.
Seven leading risk factors — tobacco, alcohol, high blood
pressure, high cholesterol, overweight, low fruit and
vegetable intake and physical inactivity — account for
60 % of DALYs. In addition, communicable diseases
such as HIV/AIDS, influenza, tuberculosis and malaria
are also becoming a threat to the health of all people
in Europe. An important task of the Programme, in
cooperation, where appropriate, with the Community
Statistical Programme, should be to identify better the
main health burdens in the Community.

Eight leading causes of mortality and morbidity from
NCDs in the WHO European Region are cardiovascular
diseases, neuropsychiatric disorders, cancer, digestive
diseases, respiratory diseases, sense organ disorders,
musculoskeletal diseases and diabetes mellitus. The
Programme, in synergy with other Community initiatives
and funding, should contribute to better knowledge of
and information on the prevention, diagnosis and control
of major diseases. Accordingly, the Commission may
submit, during the course of the Programme, proposals
for pertinent Council Recommendations. The Programme
should also foster appropriate coordination and synergies
among Community initiatives regarding the collection of
comparable data on major diseases, including cancer.

Microbial resistance to antibiotics and nosocomial
infections are becoming a threat to health in Europe.
The lack of new effective antibiotics as well as the
means to ensure the proper use of existing antibiotics
are major concerns. Therefore it is important to collect
and analyse relevant data.

Strengthening the role of the European Centre for
Disease Prevention and Control established by Regulation
(EC) No 851/2004 of the European Parliament and of
the Council (!) is important in the fight against com-
municable diseases.

The Programme should build on the achievements of the
previous Programme for Community action in the field

() O] L 142, 30.4.2004, p. 1.

(11)

(12)

(13)

of public health (2003-08). It should contribute towards
the attainment of a high level of physical and mental
health and greater equality in health matters throughout
the Community by directing actions towards improving
public health, preventing human diseases and disorders,
and obviating sources of danger to health with a view to
combating morbidity and premature mortality. It should
further contribute to providing citizens with better access
to information and thereby increase their ability to make
decisions which best cater for their interests.

The Programme should place emphasis on improving the
health condition of children and young people and
promoting a healthy lifestyle and a culture of prevention
among them.

The Programme should support the mainstreaming of
health objectives in all Community policies and activities,
without duplicating work carried out under other
Community  policies. ~ Coordination — with  other
Community policies and programmes is a key part of
the objective of mainstreaming health in other policies.
In order to promote synergies and avoid duplication,
joint actions may be undertaken with related
Community programmes and actions and appropriate
use should be made of other Community funds and
programmes, including the current and future
Community framework programmes for research and
their outcomes, the Structural Funds, the European Soli-
darity Fund, the European strategy for health at work, the
programme of Community action in the field of
consumer policy (2007-13) (3, the programme Drugs
prevention and information’, the programme ‘Fight
against violence (Daphne)’ and the Community Statistical
Programme within their respective activities.

Special efforts should be undertaken to ensure coherence
and synergies between the Programme and the
Community’s external actions, particularly in the areas
of avian influenza, HIV/AIDS, tuberculosis and other
cross-border health threats. In addition, there should be
international cooperation in order to promote general
health reform and general health institutional issues in
third countries.

Increasing Healthy Life Years (HLY) by preventing disease
and promoting policies that lead to a healthier way of life
is important for the well-being of EU citizens and helps
to meet the challenges of the Lisbon process as regards
the knowledge society and the sustainability of public
finances, which are under pressure from rising health
care and social security costs.

(%) Decision No 1926/2006/EC of the European Parliament and of the

Council (O] L 404, 30.12.2006, p. 39).
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(15)  The enlargement of the European Union has brought health services as well as the work of the High Level

(16)

(17)

(20)

additional concerns in terms of health inequalities
within the EU and this is likely to be accentuated by
further enlargements. This issue should, therefore, be
one of the priorities of the Programme.

The Programme should help to identify the causes of
health inequalities and encourage, among other things,
the exchange of best practices to tackle them.

It is essential to systematically collect, process and
analyse comparable data, within national constraints,
for an effective monitoring of the state of health in the
European Union. This would enable the Commission and
the Member States to improve information to the public
and formulate appropriate strategies, policies and actions
to achieve a high level of human health protection.
Compatibility and interoperability of the systems and
networks for exchanging information and data for the
development of public health should be pursued in the
actions and support measures. Gender, socioeconomic
status and age are important health considerations.
Data collection should wherever possible build on
existing work, and proposals for new collections should
be costed and based on a clear need. The collection of
data should be in compliance with the relevant legal
provisions on the protection of personal data.

Best practice is important because health promotion and
prevention should be measured on the basis of efficiency
and effectiveness, and not purely in economic terms. Best
practice and latest treatment methods for diseases and
injuries should be promoted in order to prevent further
deterioration of health, and European reference networks
for specific conditions should be developed.

Action should be taken in order to prevent injuries
by collecting data, analysing injury determinants and
disseminating relevant information.

Health services are primarily the responsibility of
Member States but cooperation at Community level can
benefit both patients and health systems. Activities
funded by the Programme as well as new proposals
developed as a result of these should have due regard
to the Council Conclusions on common values and prin-
ciples in European Union Health Systems (') adopted in
June 2006 that endorse a statement on the common
values and principles of EU Health Systems and invite
the institutions of the European Union to respect them in
their work. The Programme should take due account of
future developments as regards Community action on

() OJ C 146, 22.6.2006, p. 1.

(22)

(23)

(24)

(25)

Group on Health Services and Medical Care, which
provides an important forum for collaboration and
exchange of best practice between Member States’
health systems.

The Programme should contribute to the collection of
data, the promotion and development of methods and
tools, the establishment of networks and various kinds of
cooperation and the promotion of relevant policies on
patient mobility as well as on the mobility of health
professionals. It should facilitate the further development
of the European e-Health Area, through joint European
initiatives with other EU policy areas, including regional
policy, while contributing towards work on quality
criteria  for health-related websites and towards a
European health insurance card. Telemedicine should be
taken into account as telemedicine applications may
contribute to cross-border care while ensuring medical
care at home.

Environmental pollution is a serious risk to health and a
major source of concern for European citizens. Special
action should focus on children and other groups which
are particularly vulnerable to hazardous environmental
conditions. The Programme should complement the
actions taken within the European Environment and
Health Action Plan 2004-10.

The Programme should address genderrelated and ageing-
related health issues.

The Programme should recognise the importance of a
holistic approach to public health and take into
account, where appropriate and where there is scientific
or clinical evidence about its efficacy, complementary
and alternative medicine in its actions.

The precautionary principle and risk assessment are key
factors for the protection of human health and should
therefore be part of further integration into other
Community policies and activities.

This Decision establishes, for the entire duration of the
Programme, a financial envelope which constitutes the
prime reference within the meaning of point 37 of the
Interinstitutional Agreement of 17 May 2006 between
the European Parliament, the Council and the
Commission on budgetary discipline and sound
financial management (?), for the budgetary authority
during the annual budgetary procedure.

() O] C 139, 14.6.2006, p. 1.
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(27)  In order to ensure a high level of coordination between (32) The Agreement on the European Economic Area (here-
actions and initiatives taken by the Community and inafter referred to as ‘the EEA Agreement) provides for
Member States in the implementation of the cooperation in the field of health between the European
Programme, it is necessary to promote cooperation Community and its Member States, on the one hand, and
between Member States and to enhance the effectiveness the countries of the European Free Trade Association
of existing and future networks in the field of public participating in the European Economic Area (hereinafter
health. The participation of national, regional and local referred to as ‘the EFTA/EEA countries’), on the other.
authorities at the appropriate level in accordance with the Provision should also be made to open the Programme
national systems should be taken into account in regard to participation by other countries, in particular the
to the implementation of the Programme. neighbouring countries of the Community and
countries that are applying for, are candidates for, or
are acceding to, membership of the European Union,
taking particular account of the potential for health
(28) It is necessary to increase EU investment in health and th.regts arsing olther countries to have an impact
health-related projects. In this regard, Member States are within the Community.
encouraged to identify health improvements as a priority
in their national programmes. Better awareness about the
possibilities of EU funding for health is needed. Exchange
of experience between the Member States on funding (33)  Appropriate relations with third countries not partici-
health  through ~ the Structural  Funds  should ~ be pating in the Programme should be facilitated in order
encouraged. 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
(29) Non-governmental bodies and specialised networks can those financed through the Programme on areas of
also play an important role in meeting the objectives of mutual interest, but should not involve a financial contri-
the Programme. In pursuing one or more objectives of bution under the Programme.
the Programme, they may require Community contri-
butions to enable them to function. Hence, detailed eligi-
bility criteria, provisions regarding financial transparency
and the duration of Community contributions for non- It i . devel . ih el
governmental bodies and specialised networks qualifying G4 It is ap.prolfrlate to develop c}(l)opera}tllon wit d refevant
for Community support should be set out in accordance international organisations such as the United Nations
: ) b and its specialised agencies, in particular the WHO, as
with Council Decision 1999/468/EC of 28 June 1999 1 ith the C i of E d the Oroanisati
laying down the procedures for the exercise of im- well as with the Gounctl of Europe and the Drganisation
. L for Economic Cooperation and Development, with a
plementing powers conferred on the Commission (1). X : ¢ ;
Such criteria should include the obligations of such view 1o 1mplemenF1ng the Programme through maxi-
: : 1€ Olg - the effectiveness and efficiency of actions
bodies and networks in establishing clear objectives, mllsmg health at C . di y ¢ 1 level
action plans and measurable results representing a reating to health at -ommunity and international level,
. ; taking into account the particular capacities and roles of
strong European dimension and a real added value for > o
I : : the different organisations.
the objectives of the Programme. Given the particular
nature of the organisations concerned and in cases of
exceptional utility, it should be possible for the renewal
of Community support to the functioning of such bodies
and specialised networks to be exempted from the (35)  The successful implementation of the objectives under
principle of gradual decrease of the extent of the Programme should be based on good coverage of
Community support. the issues included in the annual work plans, on
selection of appropriate actions and funding of projects,
which all have an in-built appropriate monitoring and
evaluation process in place, and on regular monitoring
(30) Implementation of the Programme should be carried out and  evaluation, — including  independent  external
in close cooperation with relevant organisations and eva'luatlons, which  should measure 'the' impact ~ of
agencies, in particular with the European Centre for actions and demonstrate their contribution to the
Disease Prevention and Control. overall objectives of the Programme. Programme
evaluation should take into account the fact that the
achievement of the Programme objectives may require
a longer time period than the duration of the
(31)  The measures necessary for the implementation of this Programme.
Decision should be adopted in accordance with Decision
1999/468[EC, respecting the need for transparency as
well as a reasonable balance between the different
objectives of the Programme. (36)  The annual work plans should cover the main foreseeable

() O] L 184, 17.7.1999,

p. 23. Decision as amended by Decision

2006/512[EC (O] L 200, 22.7.2006, p. 11).

activities to be funded from the Programme through all
the different funding mechanisms, including calls for
tender.
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(37)  Since the objectives of this Decision cannot be sufficient-
ly 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 and safety 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 pro-
portionality, as set out in that Article, this Decision
does not go beyond what is necessary in order to
achieve those objectives.

(38) In accordance with Article 2 of the Treaty, which
provides that equality between men and women is a
principle of the Community, and in accordance with
Article  3(2) thereof, which provides that the
Community shall aim to eliminate inequalities, and to
promote equality between men and women in all
Community activities including the attainment of a
high level of health protection, all objectives and
actions covered by the Programme contribute to
promoting a better understanding and recognition of

men’s and women'’s respective needs and approaches to
health.

(39) It is appropriate to ensure a transition between the
Programme and the previous programme it replaces, in
particular regarding the continuation of multi-annual
arrangements for its management, such as the financing
of technical and administrative assistance. As of 1
January 2014, the technical and administrative assistance
appropriations should cover, if necessary, the expenditure
related to the management of actions not yet completed
by the end of 2013.

(40)  This Decision replaces Decision No 1786/2002/EC. That
Decision should therefore be repealed,

HAVE DECIDED AS FOLLOWS:

Article 1
Establishment of the Programme

The second programme of ‘Community action in the field of
health (2008-13)" covering the period from 1 January 2008 to
31 December 2013 (hereinafter referred to as ‘the Programme’)
is hereby established.

Atticle 2
Aim and objectives

1. The Programme shall complement, support and add value
to the policies of the Member States and contribute to increased

solidarity and prosperity in the European Union by protecting

and promoting human health and safety and improving public
health.

2. The objectives to be pursued through the actions set out
in the Annex shall be:

— to improve citizens’ health security,

— to promote health, including the reduction of health
inequalities,

— to generate and disseminate health information and
knowledge.

The actions referred to in the first subparagraph shall, where
appropriate, support the prevention of major diseases and
contribute to reducing their incidence as well as the
morbidity and mortality caused by them.

Atticle 3
Funding

1. The financial envelope for the implementation of the
Programme for the period specified in Article 1 is hereby set
at EUR 321 500 000.

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

Article 4
Financial contributions

1. Financial contributions by the Community shall not
exceed the following levels:

(@) 60 % of costs for an action intended to help achieve an
objective forming part of the Programme, except in cases
of exceptional utility, where the Community contribution
shall not exceed 80 %; and
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(b) 60 % of costs for the functioning of a non-governmental
body or a specialised network, which is non-profit-making
and independent of industry, commercial and business or
other conflicting interests, has members in at least half of
the Member States, with a balanced geographical coverage,
and pursues as its primary goal one or more objectives of
the Programme, where such support is necessary to pursue
those objectives. In cases of exceptional utility, the
Community contribution shall not exceed 80 %.

2. The renewal of financial contributions set out in
paragraph 1(b) to non-governmental bodies and specialised
networks may be exempted from the principle of gradual
decrease.

3. 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 and the competent auth-
orities 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-governmental body, which
is non-profit-making and independent of industry, commercial
and business or other conflicting interests, and pursues as its
primary goal one or more objectives of the Programme,
designated through a transparent procedure by the Member
State or the competent authority concerned and agreed by the
Commission.

4. Financial contributions by the Community may also be
given in the form of a lump sum and flat-rate financing
where this is suited to the nature of the actions concerned.
For such financial contributions, the percentage limits stipulated
in paragraphs 1 and 3 shall not apply, although co-financing is
still required.

Atrticle 5
Administrative and technical assistance

1. The financial allocation of the Programme may also cover
expenses pertaining to preparatory, monitoring, control, audit
and evaluation activities required directly for the management
of the Programme and the realisation of its objectives, in
particular studies, meetings, information and publication
actions, expenses linked to informatics networks focusing on
information exchange, as well as all other technical and admin-
istrative assistance expense that the Commission may have
recourse to for the management of the Programme.

2. The financial allocation may also cover the technical and
administrative assistance expenses necessary to ensure the tran-
sition between the Programme and the measures adopted under

Decision No 1786/2002/EC. If necessary, appropriations could
be entered in the budget beyond 2013 to cover similar
expenses, in order to enable the management of actions not
yet completed by 31 December 2013.

Atticle 6
Methods of implementation

Actions in pursuit of the aim and objectives set out in Article 2
shall make full use of appropriate available methods of im-
plementation, including in particular:

(a) direct or indirect implementation by the Commission on a
centralised basis; and

(b) joint management with international organisations, where
appropriate.

Atticle 7
Implementation of the Programme

1. The Commission shall ensure the implementation, in close
cooperation with the Member States, of the actions and
measures set out in the Programme in accordance with
Articles 3 and 8.

2. The Commission and the Member States shall take appro-
priate action, within their respective areas of competence, to
ensure the efficient running of the Programme and to develop
mechanisms at Community and Member State level to achieve
the objectives of the Programme. They shall ensure that appro-
priate information is provided about actions supported by the
Programme and that appropriate participation is obtained.

3. For the attainment of the objectives of the Programme, the
Commission shall, in close cooperation with the Member States:

(@) pursue the comparability of data and information, and the
compatibility and interoperability of the systems and
networks for exchange of data and information on health;
and

(b) ensure the necessary cooperation and communication with
the European Centre for Disease Prevention and Control and
other relevant EU agencies in order to optimise the use of
Community funds.
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4. In implementing the Programme, the Commission,
together with the Member States, shall ensure compliance
with all relevant legal provisions regarding personal data
protection and, where appropriate, the introduction of
mechanisms to ensure the confidentiality and safety of such
data.

Article 8
Implementation measures

1.  The measures necessary for the implementation of this
Decision relating to the following shall be adopted in
accordance with the procedure referred to in Article 10(2):

(a) the annual work plan for the implementation of the
Programme, setting out:

(i) priorities and actions to be undertaken, including the
allocation of financial resources;

(i) criteria for the percentage of Community financial
contribution, including criteria for assessing whether
or not exceptional utility applies;

(i) the arrangements for implementing the joint strategies
and actions referred to in Article 9;

(b) selection, award and other criteria for financial contributions
to the actions of the Programme in accordance with
Article 4.

2. Any other measures necessary for the implementation of
this Decision shall be adopted in accordance with the procedure
referred to in Article 10(3).

Article 9
Joint strategies and actions

1.  To ensure a high level of human health protection in the
definition and implementation of all Community policies and
activities and to promote the mainstreaming of health, the
objectives of the Programme may be implemented as joint stra-
tegies and joint actions by creating links with relevant
Community programmes, actions and funds.

2. The Commission shall ensure the optimal synergy of the
Programme with other Community programmes, actions and
funds.

Article 10
Committee

1. The Commission shall be assisted by a committee (here-
inafter referred to as ‘the Committee’).

2. Where reference is made to this paragraph, Articles 4 and
7 of Decision 1999/468EC 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.

Article 11
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; and

(b) third countries, in particular countries to which the
European Neighbourhood Policy applies, countries that are
applying for, are candidates for, or are acceding to,
membership of the European Union, and the western
Balkan countries included in the stabilisation and as-
sociation 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 12
International cooperation

In the course of implementing the Programme, relations and
cooperation with third countries that are not participating in
the Programme and relevant international organisations, in
particular the WHO, shall be encouraged.

Article 13
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 yearly to
the Committee on all actions and projects funded through the
Programme, and shall keep the European Parliament and the
Council informed.
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2. At the request of the Commission, which shall avoid a
disproportionate increase in the administrative burden of the
Member States, Member States shall submit any available infor-
mation on the implementation and impact of the Programme.

3. The Commission shall submit to the European Parliament,
the Council, the European Economic and Social Committee and
the Committee of the Regions:

(@) not later than 31 December 2010, an external and inde-
pendent interim evaluation report on the results obtained in
relation to the objectives of the Programme and the quali-
tative and quantitative aspects of its implementation as well
as its consistency and complementarity with other relevant
Community programmes, actions and funds. The report
shall in particular make it possible to assess the impact of
measures on all countries. The report shall contain a
summary of the main conclusions, and it shall be ac-
companied by remarks by the Commission;

(b) not later than 31 December 2011, a communication on the
continuation of the Programme;

(c) not later than 31 December 2015, an external and inde-
pendent ex-post evaluation report covering the implemen-
tation and results of the Programme.

4. The Commission shall make the results of actions
undertaken pursuant to this Decision publicly available and
shall ensure their dissemination.

Article 14
Repeal

Decision No 1786/2002/EC shall be repealed with effect from
1 January 2008.

The Commission shall adopt any administrative arrangement
necessary to ensure the transition between the measures
adopted under Decision No 1786/2002/EC and those imple-
mented under the Programme.

Article 15
Entry into force

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

Done at Strasbourg, 23 October 2007.

For the European Parliament For the Council
The President The President
H.-G. POTTERING M. LOBO ANTUNES
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1.2.

1.2.1.

1.2.2.

1.2.3.

2.2.

2.2.1.

ANNEX

Actions referred to in Article 2(2)

Improve citizens’ health security.

Protect citizens against health threats.

. Develop strategies and mechanisms for preventing, exchanging information on and responding to health threats

from communicable and non-communicable diseases and health threats from physical, chemical or biological
sources, including deliberate release acts; take action to ensure high-quality diagnostic cooperation between
Member States’ laboratories; support the work of existing laboratories carrying out work with relevance to the
Community; work on the setting up of a network of Community reference laboratories.

. Support the development of prevention, vaccination and immunisation policies; improve partnerships, networks,

tools and reporting systems for immunisation status and adverse events monitoring.

. Develop risk management capacity and procedures; improve preparedness and planning for health emergencies,

including preparing for coordinated EU and international responses to health emergencies; develop risk commu-
nication and consultation procedures on counter-measures.

. Promote the cooperation and improvement of existing response capacity and assets, including protective

equipment, isolation facilities and mobile laboratories to deploy rapidly in emergencies.

. Develop strategies and procedures for drawing up, improving surge capacity of, conducting exercises and tests of,

evaluating and revising general contingency and specific health emergency plans and their inter-operability between
Member States.

Improve citizens safety.

Support and enhance scientific advice and risk assessment by promoting the early identification of risks; analyse
their potential impact; exchange information on hazards and exposure; foster integrated and harmonised
approaches.

Help to enhance the safety and quality of organs and substances of human origin, blood, and blood derivatives;
promote their availability, traceability and accessibility for medical use while respecting Member States’ responsi-
bilities as set out in Article 152(5) of the Treaty.

Promote measures to improve patient safety through high-quality and safe healthcare, including in relation to
antibiotic resistance and nosocomial infections.

Promote health.

Foster healthier ways of life and the reduction of health inequalities.

. Promote initiatives to increase healthy life years and promote healthy ageing; support measures to promote and

explore the impact of health on productivity and labour participation as a contribution to meeting the Lisbon
goals; support measures to study the impact on health of other policies.

. Support initiatives to identify the causes of, address and reduce health inequalities within and between Member

States, including those related to gender differences, in order to contribute to prosperity and cohesion; promote
investment in health in cooperation with other Community policies and funds; improve solidarity between
national health systems by supporting cooperation on issues of cross-border care and patient and health profes-
sional mobility.

Promote healthier ways of life and reduce major diseases and injuries by tackling health determinants.

Address health determinants to promote and improve physical and mental health, creating supportive envir-
onments for healthy lifestyles and preventing disease; take action on key factors such as nutrition and physical
activity and sexual health, and on addiction-related determinants such as tobacco, alcohol, illegal drugs and
pharmaceuticals used improperly, focusing on key settings such as education and the workplace, and across the
life cycle.
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2.2.2. Promote action on the prevention of major diseases of particular significance in view of the overall burden of

2.2.3.

2.2.4.

3.2.

3.2.1.

3.2.2.

3.2.3.

() o

diseases in the Community, and on rare diseases, where Community action by tackling their determinants can
provide significant added value to national efforts.

Address the health effects of wider environmental determinants, including indoor air quality, exposure to toxic
chemicals where not addressed by other Community initiatives, and socio-economic determinants.

Promote actions to help reduce accidents and injuries.
Generate and disseminate health information and knowledge.

Exchange knowledge and best practice.

. Exchange knowledge and best practice on health issues within the scope of the Programme.

. Support cooperation to enhance the application of best practice within Member States, including, where appro-

priate, supporting European reference networks.
Collect, analyse and disseminate health information.

Develop further a sustainable health monitoring system with mechanisms for collection of comparable data and
information, with appropriate indicators; ensure appropriate coordination of and follow-up to Community
initiatives regarding registries on cancer, based, inter alia, on the data collected when implementing the Council
Recommendation of 2 December 2003 on cancer screening (1); collect data on health status and policies; develop,
with the Community Statistical Programme, the statistical element of this system.

Develop mechanisms for analysis and dissemination, including Community health reports, the Health Portal and
conferences; provide information to citizens, stakeholders and policy makers, develop consultation mechanisms
and participatory processes; establish regular reports on health status in the European Union based on all data and
indicators and including a qualitative and quantitative analysis.

Provide analysis and technical assistance in support of the development or implementation of policies or legislation
related to the scope of the Programme.

L 327, 16.12.2003, p. 34.
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TRILATERAL DECLARATION REGARDING THE SECOND COMMUNITY HEALTH
PROGRAMME 2008-13

The European Parliament, the Council and the Commission:

— share the view that the second programme of Community action in the field of health (2008-13) must
be provided with financial means that allow fully for its implementation;

— recall Article 37 of the Interinstitutional Agreement on budgetary discipline and sound financial
management (') stating that the budgetary authority and the Commission undertake not to depart by
more than 5 % from the budget unless new, objective, long-term circumstances arise for which specific
reasons are given. Any increase resulting from such variation must remain within the existing ceiling of
the heading concerned;

— assure their willingness to evaluate in a sound manner the specific needs and circumstances of the health
programme in the annual budget procedure.

() O] C 139, 14.6.2006, p. 1.

COMMISSION DECLARATION

1. On 24 May 2006, the Commission issued an amended proposal for a second programme of Community
action in the field of health (2007-13) (). In Article 7, the reference amount of the programme was
proposed to be set at EUR 365,6 million for the period starting in 2007 and ending in 2013.

2. Because of delays in the legislative procedure, on 23 March 2007 the Commission informed the Budget
Authority that the start of the new public health programme will have to be postponed to budget year
2008 (%). As a consequence, the envelope of the new public health programme 2008-13 would need to
be adjusted to the level of EUR 321,5 million.

3. An amount of EUR 44,1 million will be used in the 2007 budget year under the present public health
programme (%) in order to ensure maximum continuity concerning public health actions. Therefore, the
total envelope for public health actions financed from the programmes over the period 2007-13 sums
up to EUR 365,6 million.

(") COM(2006) 234.

) COM(2007) 150.

(%) 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 (2003-08) (O] L 271, 9.10.2002, p. 1).
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(Notices)

NOTICES FROM EUROPEAN UNION INSTITUTIONS, BODIES, OFFICES AND
AGENCIES

EUROPEAN COMMISSION

COMMISSION DECISION
of 22 February 2011

concerning the adoption of a financing decision for 2011 in the framework of the second
programme of Community action in the field of health (2008-2013) and on the selection, award
and other criteria for financial contributions to the actions to this programme

(Text with EEA relevance)

(2011/C 69/01)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on European Union and to the
Treaty on the Functioning of the European Union,

Having regard to Decision No 1350/2007/EC of the European
Parliament and of the Council of 23 October 2007 establishing
a second programme of Community action in the field of health
(2008-13) (1) (hereinafter referred to as the ‘Health Programme’),
and in particular Article 8(1) thereof,

Having regard to Council Regulation (EC, Euratom)
No 1605/2002 of 25 June 2002 on the Financial Regulation
applicable to the general budget of the European Commu-
nities (3 (hereinafter referred to as the ‘Financial Regulation),
and in particular Article 75 thereof,

Having regard to Commission Regulation (EC, Euratom)
No 2342/2002 of 23 December 2002 laying down detailed
rules for the implementation of Council Regulation (EC,
Euratom) No 1605/2002 on the Financial Regulation applicable
to the general budget of the European Communities (3) (here-
inafter referred to as the ‘Implementing Rules’), and in particular
Article 90 thereof,

Having regard to Commission Decision 2004/858/EC of
15 December 2004 setting up an executive agency, the
‘Executive Agency for the Public Health Programme’, for the

0J L 301, 20.11.2007, p. 3.
() O] L 248, 16.9.2002, p. 1.
0J L 357, 31.12.2002, p. 1.

management of Community action in the field of public health
— pursuant to Council Regulation (EC) No 58/2003 (), and in
particular Article 6 thereof,

Whereas:

(1)  In accordance with Article 75 of the Financial Regulation
and Article 90(1) of the Implementing Rules, the
commitment of expenditure from the EU budget shall
be preceded by a financing decision setting out the
essential elements of the action involving expenditure
and adopted by the institution or the authorities to
which powers have been delegated by the institution.

2)  In accordance with Article 110 of the Financial Regu-
lation and Article 8(1) of the Health Programme, an
annual work plan for the implementation of the Health
Programme and selection, award and other criteria for
financial contributions to the actions of the Programme
have to be adopted.

(3)  According to Articles 4 and 6 of Decision 2004/858/EC,
the Executive Agency for Health and Consumers carries
out certain activities for the implementation of the
Programme on public health and should receive the
necessary appropriations for that purpose.

() OJ L 369, 16.12.2004, p. 73.
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(4)  The 2011 work plan being a sufficiently detailed
framework in the meaning of Article 90(2) and (3) of
the Implementing Rules, the present decision constitutes
a financing decision for the expenditure provided in the
work plan for grants, procurement and other actions.

(5)  Under Article 168(1) point (c) of the Implementing
Rules, grants may be awarded without a call for
proposals to bodies with a de jure or de facto
monopoly and under Article 168(1) point (f) for
actions with specific characteristics that require a
particular type of body on account of its technical
competence, its high degree of specialisation or its
administrative power.

(6)  This Decision is also a financing decision for the expen-
diture in the context of indirect centralised or joint
management chargeable to the EU budget.

(7)  Evidence of existence and proper operation of the
elements listed in Article 56 of the Financial Regulation,
within the entity to be entrusted by the Commission
with the implementation of EU funds in indirect
centralised management, has been obtained.

(8)  The present financing decision may also cover the
payment of interest due for late payment on the basis
of Articles 83 of the Financial Regulation and 106(5) of
the Implementing Rules.

(9) It is appropriate to define the terms ‘substantial change’
within the meaning of Article 90(4) of the Implementing
Rules for the application of this Decision.

(10) The measures provided for in this Decision are in
accordance with the opinion of the Committee referred
to in Article 10 of Decision No 1350/2007/EC,

HAS DECIDED AS FOLLOWS:

Article 1

The work plan 2011 for the implementation of the Health
Programme, as set out in Annex I and related Annexes 11, III,
IV, V, VI, and VII on the selection, award and other criteria for
financial contributions to the actions of the Health Programme,
is hereby adopted. It constitutes a financing decision in the
meaning of Article 75 of the Financial Regulation.

Article 2

The maximum contribution authorised by this Decision for the
implementation of the Programme is set at EUR 49 751 348 to
be financed from the following Budgetary Lines of the General
Budget of the European Union for 2011:

— Budgetary Line 17 03 06 — EU action in the field of health:
EUR 47 060 000,

— Budgetary Line 17 01 04 02 — Expenditure on adminis-
trative management: EUR 1 400 000.

and estimated additional contributions from the EFTAJEEA
countries and Croatia for their participation in the Health
Programme:

— EFTAJEEA countries: EUR 1 153 348,

— Croatia: EUR 138 000.

This brings up the total for budgetary line 17 03 06 to
EUR 48313028 and the total for budgetary line
17 01 04 02 to EUR 1 438 320.

These appropriations may also cover interest due for late
payment in accordance with Article 83 of the Financial Regu-
lation.

The implementation of this Decision is subject to the availability
of the appropriations foreseen in the draft budget for 2011 after
the adoption of the budget for 2011 by the Budgetary
Authority.

Article 3

The management system set up by the Executive Agency for
Health and Consumers to be entrusted with the implementation
of EU funds complies with the conditions for the delegation of
tasks under indirect centralised management. The budget imple-
mentation of tasks related to project grants, operating grants,
grants for joint actions, conference grants and direct grant
agreements with international organisations and part of
procurement can thus be entrusted to this entity.

The budget allocations necessary for the management of the
Health Programme shall be delegated to the Executive Agency
for Health and Consumers under the conditions and within the
limits of the amounts laid down in the work plan in Annex I

The operating subsidy entered in budget line 17 01 04 30 shall
be paid to the Executive Agency for Health and Consumers.
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Article 4

The budget implementation of tasks related to direct grants with
international organisations can be entrusted to the following
international organisations: Council of Europe (CoE), Inter-
national Agency for Research on Cancer (IARC), Organisation
for Economic Cooperation and Development (OECD) and
World Health Organisation (WHO).

Article 5

Cumulated changes of the allocations to the specific actions not
exceeding 20 % of the maximum contribution authorised by
this Decision are not considered to be substantial provided
that they do not significantly affect the nature and objective
of the work plan. This may include the increase of the
maximum contribution authorised by this Decision up to 20 %.

The authorising officer, in accordance with Article 59 of the
Financial Regulation, may adopt such changes in accordance
with the principles of sound financial management and of
proportionality.

The Director-General for Health and Consumers shall ensure the
overall implementation of this financing decision.

Article 6

Grants may be awarded without a call for proposals to bodies
with de jure or de facto monopoly under Article 168(1) point (c)
of the Implementing Rules and for actions with specific char-
acteristics that require a particular type of body on account of
its technical competence, its high degree of specialisation or its
administrative power under Article 168(1) point (f), in
accordance with the conditions detailed in the annexed work
plan.

Done at Brussels, 22 February 2011.

For the Commission
John DALLI

Member of the Commission
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ANNEX 1

Work Plan 2011 for the second programme of Community action in the field of health (2008-13)

1. GENERAL CONTEXT
1.1.  Policy and legal context

Article 168 of the Treaty on the Functioning of the European Union requires the EU to ensure that a high level of human
health protection is part of all its policies. The European Union is to work with the Member States to improve public
health, prevent human illness and eliminate sources of danger to physical and mental health.

To this end the European Commission put forward a new approach for EU health policy for the period 2008-13 in its
White Paper Together for Health: A Strategic Approach for the EU 2008-13 (COM(2007) 630 final). This strategy
provides an overarching framework which covers not only core European health issues but also broader aspects such
as health in all policies and global health.

The second programme of Community action in the field of health (2008-13) (hereinafter referred to as the ‘Health
Programme’ or ‘Programme’) supports the implementation of this strategy. It is based on Decision No 1350/2007/EC
(hereinafter referred to as the ‘Programme Decision).

The mission of the Health Programme is to complement, support and add value to the policies of the Member States. Is
also seeks to contribute to increased solidarity and prosperity in the European Union by protecting and promoting
human health and safety and by improving public health. The Programme pursues the following objectives, as set in
article 2.2 of the Programme Decision:

(1) improving citizens” health security;
(2) promoting health, including the reduction of health inequalities;
(3) generating and disseminating health information and knowledge.
In Article 8(1) of the Programme Decision it is stated that the Commission shall adopt:
(a) the annual Work Plan for the implementation of the Programme, setting out:
(i) priorities and actions to be undertaken, including the allocation of financial resources;

(i) criteria for the percentage of Community financial contribution, including criteria for assessing whether or not
exceptional utility applies;

(iii) the arrangements for implementing the joint strategies and actions referred to in Article 9;

(b) selection, award and other criteria for financial contributions to the actions of the Programme in accordance with
Article 4.

According to Article 75 of the Financial Regulation (FR) applicable to the general budget of the European Communities,
the commitment of the expenditure should be preceded by a financing decision adopted by the institution or the
authorities to which powers have been delegated by the institution. According to Article 90 of the detailed rules for
the implementation of the Financial Regulation (IR), the decision adopting the annual work programme referred to in
Article 110 of the FR, may be considered to be the financing decision provided that this constitutes a sufficiently detailed
framework. This document aims to fulfil those obligations and present the different activities scheduled for 2011 which is
the fourth year of the implementation of the Health Programme.

In addition to the Member States of the European Union, the Health Programme is open for the participation of third
countries. EFTA[EEA countries Island, Liechtenstein and Norway participate in the Programme in accordance with the
conditions established in the EEA agreement. Other third countries, in particular European neighbourhood policy
countries, countries that are applying for, are candidates for, or are acceding to membership of the EU as well as the
western Balkan countries included in the stabilisation and association process may participate in the Programme provided
that the necessary agreements are in place. Out of these third countries Croatia has concluded these arrangements and
participates in the Programme.

1.2. Resources

The Programme Decision sets a total budget of EUR 321 500 000 for the period 1 January 2008-31 December 2013.
The budgetary authority has approved a total budget of EUR 48 460 000 [indicative amount, subject to the final adoption
of the budget by the Budgetary Authorities] for 2011 for budget lines 17 03 06 and 17 01 04 02:

— EUR 47 060 000 for 17 03 06 — EU action in the field of health (operating budget),

— EUR 1400 000 for 17 01 04 02 — Expenditure on administrative management (administrative budget).
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Additional contributions from the EFTA[EEA countries and Croatia are estimated at EUR 1 153 348 from EFTA/EEA and
EUR 138 000 from Croatia.

This brings up the total for budget line 17 03 06 to EUR 48 313 028 and the total for budget line 17 01 04 02 to EUR
1438 320.

The amounts given in the following chapters are indicative. In accordance with Article 90(4) of IR, non-substantial
variations in the order of +/-20 % of each item are possible under each financing mechanism.

The budget line 17 01 04 02 — Expenditure on administrative management will be used to finance activities such as
organisation of conferences, expert meetings and workshops, including seminars organised at national level among groups
of experts to exchange best practices in the areas covered by this work plan. This budget line will also be used to cover
publications and communication initiatives.

The Executive Agency for Health and Consumers (EAHC) assists the Commission in the implementation of this work plan
according to Commission Decision C(2008) 4943 of 9 September 2008. The budget line for administrative appro-
priations related to EAHC is 17 01 04 30.

2. FINANCING MECHANISMS

The available appropriations under budget line 17 03 06 — EU action in the field of health will be used to award project
grants, operating grants, grants for joint actions, conference grants and direct grants to international organisations as well
as to cover procurement and other actions. All grants are covered by written agreement.

In accordance with recital 33 of the Programme Decision, collaboration with third countries not participating in the
programme should be facilitated. However, these countries cannot receive any financial contributions under the Health
Programme. Nevertheless, travel and subsistence expenses for experts invited from or travelling to such countries can be
considered eligible costs in duly justified, exceptional cases, where this directly contributes to the objectives of the
Programme.

2.1 Project grants

The total indicative amount for project grants is estimated at EUR 4 650 000. They are calculated on the basis of eligible
costs incurred. The maximum rate for EU co-financing is 60 %. However, this may go up to 80 % in case a proposal
meets the criteria for exceptional utility. Annex II contains the exclusion, eligibility, selection and award criteria for project
grants. Annex VII contains the criteria for exceptional utility.

Only proposals which directly correspond to the topic and description as set out in this work plan and where ‘project
grant’ is indicated as the financing mechanism will be considered for funding. Proposals which only address the wider
subject area without matching the specific description of a given action will not be considered for funding. For each of
the actions, only one proposal will be funded, except where it is mentioned otherwise.

The indicative timetable for publishing the call for proposals for project grants in the Official Journal is the first quarter of
2011.

2.2. Operating grants

The total indicative amount for operating grants is estimated at EUR 4 000 000. They are calculated on the basis of
eligible costs incurred. The maximum rate for EU co-financing is 60 %. However, this may go up to 80 % in case a
proposal meets the criteria for exceptional utility.

Operating grants may be awarded to the renewal of operating grants awarded to non-governmental bodies and specialised
networks under the work plan for 2010. New operating grants may be awarded to non-governmental bodies and
specialised networks active in areas corresponding to the priorities of the Health Programme and to the priorities of
this work plan as set out below in point 3 Priorities for 2011.

As laid down in Article 4(2) of the Programme Decision, the renewal of financial contributions set out in paragraph 1(b)
to non-governmental bodies and specialised networks may be exempted from the principle of gradual decrease. As a
general rule, this exemption will apply to applicant organisations not receiving any of their funding from the private
sector (") or other conflicting interest for their functioning (core funding). For all other renewed operating grants, a
decrease of 5 percentage points as compared to the Community co-financing percentage agreed in the grant agreement
following the call for proposals 2010 will be applied. In any case, the amount of EU co-funding cannot be higher than
the amount granted in 2010. Annex III contains the exclusion, eligibility, selection and award criteria for operating grants.
Annex VII contains the criteria for exceptional utility.

(") The term ‘private sector’ covers ‘for-profit’ companies/enterprises/corporations, business organisations or other entities irrespective of
their legal nature (registered/not registered), ownership (wholly or partially privately owned/state owned) or size (large/small), if they are
not controlled by the public.
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The indicative timetable for publishing the call for proposals for operating grants in the Official Journal is the first quarter
of 2011.

2.3. Grants for joint actions

The total indicative amount for joint actions is estimated at EUR 17 040 000. Joint actions enable the competent
authorities of the Member States/other countries participating in the Health Programme and the European Commission
to take forward work on jointly identified issues. Public bodies or non-governmental bodies based in a Member State or
in other participating country which participates in a given joint action may participate in the joint action. However, they
have to be expressly mandated to do so by the authorities of the Member State/other participating country concerned.

Grants for joint actions are calculated on the basis of eligible costs incurred. The maximum rate of EU co-financing is
50 %. However, this may go up to 70 % in cases of exceptional utility. The five joint actions proposed in this work plan
significantly contribute to the objectives of the Europe 2020 Strategy set out in Commission Communication COM(2010)
2020 of 3 March 2010 on Europe 2020 — A strategy for smart, sustainable and inclusive growth. Therefore they are
considered of exceptional utility. Four of these will be awarded co-funding of 60 % and one of 70 %. These joint actions
are:

— support to the implementation of national plans/strategies on rare diseases and related measures to implement
Council Recommendation and Commission Communication on rare diseases; maximum EU co-funding EUR
3000 000, co-funding percentage 60 %,

— cross-border eHealth instruments as supporting tools for medical information and research; maximum EU co-funding
EUR 2 400 000, co-funding percentage 60 %,

— complementary joint action on pilot HTA’s on targeted health technologies; maximum EU co-funding
EUR 6 600 000, co-funding percentage 70 %,

— patient safety and quality of healthcare; maximum EU co-funding EUR 3 600 000, co-funding percentage 60 %,

— assisting Member States in reaching the full potential of deceased and living donation; maximum EU co-funding EUR
1 440 000, co-funding percentage 60 %.

Annex IV contains the exclusion, eligibility, selection, and award criteria for joint actions.

Member States/other countries participating in the Health Programme which wish to participate in joint actions must
declare this intention to the Commission. With the exception of NGOs operating at EU level, only organisations
established in Member States/other countries participating in the Health Programme which have made this declaration
can apply for participation in joint actions. The Commission, assisted by EAHC, will offer help to participating Member
Statesfother countries participating in the Health Programme to ensure a transparent procedure to designate national
NGOs to participate in joint actions.

The indicative timetable for publishing the call for proposals for joint actions in the Official Journal is the first quarter of
2011.

2.4. Conference grants

The total indicative amount for conferences is EUR 800 000: EUR 200 000 for Presidency conferences, and EUR
600 000 for other conferences. For administrative reasons, conferences eligible for co-funding, apart from Presidency
conferences, must take place in 2012.

2.4.1.  Presidency conferences — De jure monopoly

According to article 168(1) point (c) of the IR, grants can be allocated without a call for proposals to organisations in a de
jure or de facto monopoly situation, duly substantiated in the award decision.

Presidency conferences which are highly political in nature and which involve representation at the highest level both
from National Authorities and European representatives are to be organised exclusively by the Member State holding the
Presidency of the EU. Given the unique role of the Presidency in the framework of EU activities, the Member State
responsible for the organisation of the event is considered as having a de jure monopoly.

Two conferences organised by the Presidencies of the European Union, one for the Presidency in the second half of 2011
and the other for the Presidency in the first half of 2012, may receive up to EUR 100 000 each. The maximum rate of
EU co-financing is 50 % of eligible costs incurred.
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The Presidency shall submit a request for a grant to EAHC, via the Permanent Representation, for the conference
concerned at least 4 months before the event. The request for a grant shall specify the topic of the conference, the
draft programme, the provisional budget and the composition of the scientific and organisational committees.

The Presidency conferences to be financed under this work plan are: ‘European Brain Policy Forum; Ageing, Stroke and
Alzheimer — finding innovative solutions’ to be held in November 2011 under the Polish Presidency, and a conference
to be held in the first half of 2012 under the Danish Presidency which will be the object of a separate financing Decision
once the details become known.

2.4.2.  Other conferences

Conference grants may be awarded to the organisation of conferences which directly correspond to the priorities of the
Health Programme and to the priorities of this work plan as set out below in point 3 Priorities for 2011 and which have
a wide European dimension. They have to be organised by a public or non-profit making body which is established in a
country participating in the Health Programme and which has relevant experience of cooperation at EU level. Conferences
may receive up to EUR 100 000 (maximum 50 % of the total budget). Annex V contains the exclusion, eligibility,
selection and award criteria for conferences other than Presidency conferences.

The indicative timetable for publishing the call for proposals for conferences in the Official Journal is the first quarter of
2011.

2.5. Direct grant agreements with international organisations

The total indicative amount for direct grants is estimated at EUR 3 200 000. These will be based on effective collab-

oration with the Commission.

For this work plan, an international organisation is defined as a form of intergovernmental cooperation established by
states through the signature of an international agreement that is registered or submitted to be registered at the Secretariat
of the United Nations, has a permanent organisational structure and is endowed with a legal status based on the relevant
international agreement that enables the exercise of its functions and the fulfilment of its purpose.

According to Article 168(1) point (f) of the IR, funding for actions with international organisations will be allocated
through grant agreements without a call for proposals on topics specifically identified in this work plan. International
organisations and their national or regional offices are not eligible for funding as main or associated beneficiaries under
any calls for proposals. The maximum rate for EU co-financing is 60 % of the eligible costs effectively incurred. In
accordance with recital 33 of the Programme Decision, activities involving third countries not participating in the Health
Programme shall not be considered eligible costs. However, travel and subsistence expenses for experts invited from or
travelling to such countries can be considered eligible costs in duly justified, exceptional cases, where this directly
contributes to the objectives of the Health Programme.

Funding can only be awarded to the following international organisations in 2011:
— Council of Europe (CoE),

— European Observatory on Health Policies and Health Systems,

— International Agency for Research on Cancer (IARC),

— Organisation for Economic Cooperation and Development (OECD),

— World Health Organisation (WHO).

2.6. Procurement

The total indicative amount for procurement is estimated at EUR 17 753 028.

Calls for tenders are envisaged to be published in the first semester of 2011 in the Official Journal. Framework contracts
and new service contracts will be used as indicated in this work plan.

2.7. Other actions

The total indicative amount for other actions is estimated at EUR 870 000.

These cover contributions paid by the EU as subscriptions to bodies of which they are members in the meaning of
Article 108(2) point (d) of the FR, and an administrative agreement with the Joint Research Centre (JRC) and special

indemnities paid to experts for their participation in meetings and work on scientific opinions in accordance with
Commission Decision 2008/721/EC (!): special indemnities.

() OJ L 241, 10.9.2008, p. 21.
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3. PRIORITIES FOR 2011

In its Communication COM(2010) 2020, the European Commission presents a strategy for reinvigorating Europe in the
next 10 years. Actions presented in this work plan are based in particular on two of the priorities of that strategy: Smart
growth and Inclusive growth. They seek to address, among others, the challenge of promoting an active and healthy
ageing population, and reducing health inequalities.

The Smart Growth priority builds on knowledge and innovation. Its flagship initiative Innovation Union seeks to focus
policies to address the demographic change in the EU post the baby-boom generation. By 2050 the number of people
over 50 will rise by 35 % and that over 85 will triple. This will place an increasing strain on health systems. In the
European Innovation Partnership in the field of active and healthy ageing set out in Commission Communication COM(2010)
546 final of 6 October 2010 on Europe 2020 Flagship Initiative Innovation Union the Commission calls for measures to
prevent and address diseases which affect older people with a particular focus on chronic and rare diseases. This work
plan seeks to do so by addressing factors such as nutrition, tobacco and alcohol which underlie many of these age-related
chronic diseases, and by taking work forward on cancer and rare diseases. EU cooperation on health technology
assessment supports this objective. The work plan also supports work on the safety of blood, tissues, cells and organs
which contributes to improving health across the lifecycle thereby contributing to healthy ageing.

Another Smart Growth flagship initiative, A Digital Agenda for Europe, seeks to deliver economic and social benefits
from a Digital Single Market. This work plan contributes to this objective by supporting measures that apply information
and communication technologies in the area of health.

The goal of the Inclusive growth priority of the Europe 2020 Strategy is a high employment economy which delivers
economic, social and territorial cohesion. Ensuring a healthy workforce with less absenteeism can contribute to Europe’s
productivity. This work plan further aims to contribute to growth through action aimed at bridging health inequalities to
ensure better health for all and better access to health care systems. In turn, this improves citizens’ capacity to contribute
to society and reduces poverty and social exclusion, thus contributing to the Flagship Initiative against poverty.

The work plan for 2011 focuses on five main areas. These are: Health Information and advice; Diseases; Health
determinants; Health systems; and Legislation on products and substances.

Health information and advice

The work plan supports generating the data and scientific opinions that health stakeholders from policy makers to
individuals need to be able to make informed decisions. However, generating the information is not enough. In order for
it to be effective, it must reach its targets. This requires setting up efficient and user-friendly dissemination channels. These
include in particular the setting up and running a knowledge management system.

Diseases

Work on diseases in the 2011 work plan focuses on cancer and rare diseases. Cancer is the second biggest cause of death
of men and women. The aim of the Commission as set out in Commission Communication COM(2009) 291 final of
24 June 2009 on Action Against Cancer: European partnership is to reduce cancer incidence by 15 % by 2020. This
work plan supports activities that are designed to help reach that goal. EU action on rare diseases pools fragmented
resources across the Member States. This contributes to improved diagnostics and treatment. Commission Communi-
cation COM(2008) 679 final of 11 November 2008 on Rare diseases: Europe’s challenges and Council Recommendation
2009/C 151/02 of 8 June 2009 on an action in the field of rare diseases (') set the framework for activities supported by
this work plan. Pandemic preparedness has become evermore important in the wake of recent avian flu and HINT crises.
Work supported by this work plan focuses on applying lessons learnt from the HIN1 pandemic. This work plan also
finances work on prevention strategies for HIV and co-infections.

Health determinants

Many of today’s debilitating diseases, such as cancer and diabetes, have a direct link to what and how people eat and
drink and what kind of lifestyles they have. Work on health determinants is essential in promoting health and thereby
preventing disease, thus contributing to active and healthy ageing. This work plan supports activities on a number of key
health determinants: social determinants and health inequalities; nutrition and physical activity; and alcohol and tobacco.

() OJ C 151, 3.7.2009, p. 7.
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Health systems

Action under this heading aims at ensuring high-quality, safe and efficient cross-border healthcare. The use of new
technology has a key role in making cross-border health care a success. This work plan supports work on patient safety,
health technologies and their assessment as well as on health work force.

Legislation on products and substances

Activities with regard to the quality and safety of human substances support the implementation of Commission
Communication COM(2008) 819 final of 8 December 2008 on an Action Plan on Organ Donation and Transplantation
(2009 to 2015): Strengthened Cooperation between Member States and Directive 2002/98/EC of the European
Parliament and of the Council of 27 January 2003 setting standards of quality and safety for the collection, testing,
processing, storage and distribution of human blood and blood components and amending Directive 2001/83/EC (!). The
other two areas where this work plan finances work related to EU legislation is tobacco and medicinal products.

In addition to actions in the above areas, funding is provided for the organisation of conferences focusing on the above
priorities and to organisations active in the area of health in the above areas. The work plan also finances horizontal
measures which support the implementation of the Health Programme.

The second Health Programme aims to promote synergies with other Community Programmes active in the field of
health, notably the 7th Research Framework Programme under its Health Theme. Proposals submitted under the second
Health Programme should not contain significant elements which relate to research. Efforts will be made to avoid overlap
and duplication between the second Health Programme, FP7 and other Community programmes. Where appropriate,
actions will be implemented with close regard to other policy areas, notably information society.

3.1.  Actions under the first objective ‘Improve citizens’ health security’

Actions under this section aim to improve citizens health security by protecting them against health threats and by
improving their safety.

3.1.1.  Protect citizens against health threats (Point 1.1.1 in Annex to the Health Programme)

3.1.1.1. Project on multi-sectoral preparedness and health-security: public health preparedness and response planning in
the field of pandemic influenza and other serious cross-border health threats, including bio-threats.

This action will study preparedness and response planning at European level for pandemic influenza preparedness and
other serious cross-border health threats. It will support the Council Conclusions of 13 September 2010 on lessons learnt
from the A/[HIN1 pandemic and health security. Monitoring of progress in Member States will be a key element of the
measures proposed under this action. The potential benefits of lessons learnt and tools developed for pandemic
preparedness for other health emergencies should be explored as well as the experiences gained from multi sectoral
work (e.g. the One-Health approach). The action seeks to (a) raise awareness of the need to strengthen robust, continued
and coordinated functioning of sectors beyond the health sector; (b) support Member States in planning for enhanced and
robust functioning of crucial sectors in society in a pandemic based on best practice exchange; and (c) provide guidelines
for preparedness for other health emergencies, in particular caused by biological andjor chemical threats based on
pandemic influenza preparedness; and (d) assist in developing an effective information forum on best practices in
counteracting bio-threats by the existing European networks, including on the safety of laboratories and responders.

This action should establish an inventory of existing structures, procedures and mechanisms that Member States have
already put in place to enhance coordinated functioning of sectors in the event of a pandemic and any other type of
major cross-border health threat; identify criteria for the selection of prioritised sectors of critical importance; identify best
practice; identify gaps that still exist in response capacities and provide advice and recommendations for further measures
to enhance preparedness and response planning to health threats. The action should encourage Member States to share
their experiences and propose models for peer learning exchanges. A monitoring tool to assess and evaluate progress
made in preparedness and response planning for both pandemic influenza and other health threats (generic preparedness)
has also to be provided.

[Project grant]

Indicative amount: EUR 500 000

() OJ L 33, 8.2.2003, p. 30.
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3.1.1.2. Project on crisis communication in the area of risk management

This action will support the implementation of improved communication to the public during a major health emergency
and build on the lessons learnt from the response to the HIN1 pandemic that has been reviewed by the Belgian
Presidency conference held in July 2010. Monitoring of progress in Member States related to communication whilst
managing a crisis will be a key element of the measure. The potential benefit of lessons learnt and tools developed for
pandemic preparedness for other health emergencies should be explored as well as the experiences gained from multi
sectoral work (e.g. the One-Health approach). The action covers crisis communication in the area of risk management
with key stakeholders, in particular health professionals/healthcare workers and with the general public and specific target
groups. The objectives of the action are to seek support from key stakeholders at EU level, in particular health
professionals/healthcare workers organisations and social partners in developing and delivering coherent messages to
the public; to enhance public confidence in medical interventions for pandemic preparedness (e.g. prevention methods,
vaccines); and to provide guidance for crisis communication related to other health threats based on experience with
pandemic preparedness.

The action should identify key stakeholders at EU level, in particular health professionals/healthcare workers' organi-
sations, social partners and Member State authorities, and use results of evaluations and reports on HIN1 pandemic to
analyse reasons for different reactions in the public to measures taken to control HIN1, particularly vaccination measures,
and suggest strategies and actions to enhance public confidence in medical interventions for pandemic preparedness and
response (e.g. prevention methods, vaccines); create partnerships with key stakeholders’ organisations to prepare for and
improve public communication in a health crisis; develop guidelines for crisis communication at EU level related to other
health threats based on experience with pandemic preparedness and organise exercises and training with the EU Health
Security Committee and Communicators Network; develop a common communication system during crisis and
strengthen common communication capacities in preparation for a pandemic; develop tools and mechanisms for moni-
toring the impact in real time of public health messages; and create an implementation report including guidance for
crisis communication that can also be transferred to other health emergencies.

[Project grant]

Indicative amount: EUR 300 000

3.1.1.3. Study on the environmental risks of medicinal products

This action is intended to provide the Commission with an assessment of the environmental risks of medicinal products
and the impact on public health. This assessment could moreover be used in a Commission report on this topic as
proposed in the first reading agreement on a Commission proposal to amend pharmaceutical legislation in the area of
pharmacovigilance (!). The objectives of the action are to examine the scale of the problem of the pollution of waters and
soils with pharmaceuticals and their residues, to assess the scale of the impacts of that pollution on the environment and
public health, to identify the causes of the problem, and to make recommendations. This should result in a thorough
assessment enabling the Commission to consider any necessary action in this area and contributing to the above
mentioned report. In particular, the study should allow the collection of data from a broad range of sources (phar-
maceutical competent authorities, environmental competent authorities, economic operators and other stakeholders) in
order to provide the Commission with a detailed analysis of the situation on the ground. The study should be completed
in 2012.

[Existing framework contract]

3.1.1.4. HIV and co-infections prevention strategies — concepts for the future

The objective of this action is the implementation of Commission Communication COM(2009) 569 final of 26 October
2009 on Combating HIV/AIDS in the European Union and neighbouring countries, 2009-13. It seeks to develop novel
and integrated HIV and associated infections prevention strategies focusing on the needs of eastern European neigh-
bourhood countries with high HIV/AIDS prevalence; to provide support for the implementation of these prevention
strategies in these priority regions; and help disseminate and promote them.

The action should cover a detailed analysis of the parameters to be included in tailor-made HIV prevention strategies with
a particular focus on medical, social and political aspects; an assessment of the benefit of effective and integrated HIV and
associated infections prevention policies, in combination with tailor-made recommendations for efficient procurement of
HIV medicines; and a set of evidence based prevention strategies for HIV and co-infections transmission with a particular
focus on the needs of priority regions and priority groups mostly affected by HIV and associated infections. The action

(") Directive of the European Parliament and of the Council amending, as regards pharmacovigilance, Directive 2001/83/EC. See
amendment of Article 59(3) of Directive 2001/83/EC.
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should produce a guide on efficient and integrated HIV (and associated infections) prevention strategies for implemen-
tation in priority regions with a particular focus on priority groups mostly affected by HIV and associated infections (as
set out in COM(2009) 569 final).

[Call for tenders]

3.1.2.  Improve citizens’ safety — Scientific advice (Point 1.2.1 in Annex to the Health Programme)
3.1.2.1. Special indemnities to Scientific Committees

This objective of this action is to provide the Commission with high quality, independent advice on health risks by
ensuring the functioning of Scientific Committees in accordance with Decision 2008/721/EC. The special indemnities are
paid to experts for their work on scientific opinions.

[Other actions]

Indicative amount EUR 270 000

3.1.2.2. Technical and organisational assistance for the functioning of the Scientific Committees and communication on
risks

The objective of this action is related to the task of providing the Commission with high quality, independent advice on
consumer and public health risks by operating three independent Scientific Committees. The Committees deliver scientific
opinions on request of the Commission in order to provide the independent and authoritative scientific elements needed
by the Commission for establishing science-based policies and proposals.

The functioning of the Scientific Committees requires technical support by qualified bodies. This support includes the
search, analysis and synthesis of scientific literature, preparation of summaries, data search, establishment of bibliography
of topics addressed by the Committees, revision of texts for completeness and consistency. As part of the transparency
and communication policy on scientific advice set up by Decision 2008/721/EC, and in order to increase the part of
science in EU policy debate and inform citizens on risk matters, layman versions of the opinions of broadest interest for
the public are prepared within the framework of this action. This action also covers the organisation of scientific hearings
and scientific working meetings or thematic workshops related to the preparation of certain opinions.

[Existing framework contract]

3.1.3.  Improve citizens safety — Safety of blood, tissues, cells and organs (Point 1.2.2 in Annex to the Health Programme)
3.1.3.1. Ad hoc cooperation with the Council of Europe on specific matters relating to substances of human origin

The Council of Europe and its Directorate for the Quality of Medicines and HealthCare (EDQM) is a key European
organisation involved in the harmonisation and coordination of standardisation, regulation and quality control of
medicines, blood transfusion, organ transplantation, pharmaceuticals and pharmaceutical care. It is regarded as an
expert, trustworthy and neutral organisation within the field of substances of human origin, providing continuous
expert advice and support to the Commission.

In order to promote and protect human health, the Commission cooperates on an ongoing basis with the Council of
Europe on quality standards for collection/procurement, testing, processing, preservation, storage and distribution of
blood and blood components. The Council of Europe assists the Commission in implementing Directive 2002/98/EC
and subsequent implementing directives). Specific topics are identified yearly depending on scientific and technical needs.
For 2011 this covers consistent testing methods to ensure blood safety across the Member States. This action will support
the development and use of validated testing methods through proficiency testing. The proficiency testing would involve
laboratories of all 27 Member States, by performing double blind preparation and distribution of samples.

[Direct grant to CoE]

Indicative amount: EUR 100 000

3.1.3.2. Organisation of training sessions for inspectors in the field of blood and blood components

As set out in Article 8 of Directive 2002/98/EC, all Member States shall ensure that the competent authority organise
inspections and appropriate control measures in blood establishments to ensure that the requirements of the Directive are
met. The objective of this action is to organise training sessions in the field of blood and blood components for a defined
number of inspectors. The action seeks to achieve a uniform knowledge and way of undertaking inspections across the
EU, and increase the numbers of trained professionals in this field.
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In line with Directive 2002/98/EC, such training sessions will contribute to ensuring the quality and safety of blood and
blood components in the EU. Moreover, the alignment of inspection practices will improve mutual trust and stimulate
collaboration among Member States. The action is in accordance with the Health Strategy objectives of fostering good
health in an ageing Europe and supporting dynamic health systems and technologies. Further training of inspectors of
blood establishments will positively impact the quality and safety of blood and blood components, benefiting patients all
across the EU. The duration of the action will be 18 to 24 months. At least two inspectors per Member State will be
trained. This will produce a multiplying effect, as these trained inspectors are expected to train more national inspectors
within their own Member State. The training tools and materials produced will be reused at national level. A final
evaluation will include measurement of the outcomes of the action and of the multiplication effect.

[Call for tenders]

3.1.3.3. Assisting Member States in reaching the full potential of deceased and living organ donation

Article 15 of Directive 2010/53/EU of the European Parliament and of the Council of 7 July 2010 on standards of quality
and safety of human organs intended for transplantation (') requires Member States to ensure that a register or record is
kept for living donors. This joint action seeks to support Member States in setting up and running living donation
programmes through the development of guidelines for living donor registries/record systems; the development of
registries/record systems for living donation; and the provision to the Member States of a practical tool for regis-
tries/record systems. A well-developed registry[record system for living donations is not only key to assessing the
health and safety of living donors, but also to combating organ trafficking as it allows Member States to closely
monitor and evaluate the practice of living donation within the EU and across borders.

In accordance with Directive 2010/53/EU and Communication (COM)2008 819 final, this joint action seeks to support
the Member States in reaching the full potential of deceased organ donation by strengthening the relationship between
intensive care units and transplant donor coordinators; providing Member States with a training module for better
coordination; facilitating the identification of potential organ donors; and increasing the number of available organs
across Europe.

The joint action also seeks to enhance the efficiency and accessibility of organ transplantation systems by the twinning of
transplantation systems and peer reviews.

The action will facilitate consistent implementation of Directive 2010/53/EU within the 27 Member States; provide
concrete assistance to Member States in meeting the objectives of the Action Plan; enhance cooperation between
Member States in the field of organ donation and transplantation through twinning; and contribute to reaching the
full potential of deceased donation by making donor detection more efficient and to enhanced safety for living organ
donors across the EU.

[Joint action]
Indicative amount: EUR 1 440 000

3.1.3.4. Supporting registers for the European single coding system for human tissues and cells

The objective of this action is to set up and maintain (a) a European register that will aggregate the information contained
in the national registers of tissue establishments in a suitable format to ensure access to operators and the public, and
proper use in the context of the European Coding System for tissues and cells; and to set up and maintain (b) a second
European register with reference nomenclature of human tissues and cells for use in the European Coding System for
tissues and cells in accordance with Commission Directive 2006/86/EC of 24 October 2006 implementing Directive
2004/23[EC of the European Parliament and of the Council as regards traceability requirements, notification of serious
adverse reactions and events and certain technical requirements for the coding, processing, preservation, storage and
distribution of human tissues and cells (%) and Directive 2004/23/EC of the European Parliament and of the Council of
31 March 2004 on setting standards of quality and safety for the donation, procurement, testing, processing, preservation,
storage and distribution of human tissues and cells (%).

The action seeks to set up (a) a single access point for collecting, consolidating and making available information related
to the EU tissue establishments such as coordinates, contact details and authorised activities to users and to the public.
The initial set up and maintenance of the register will require significant work bringing together Member States,
stakeholders and the Commission. The action seeks also to set up (b) a single access point with jointly agreed definitions
and descriptions of various types for human tissues and cells. Consensus building discussions on definitions and the set-
up/maintenance of the nomenclature register will require significant work bringing together Member States, stakeholders
and the Commission.

() OJ L 207, 6.8.2010, p. 14.
() O] L 294, 25.10.2006, p. 32.
() O] L 102, 7.4.2004, p. 48.
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These two registers will be pivotal in ensuring the proper functioning of the European coding system for human tissues
and cells. The European register of tissue establishments will help Member States and the Commission to meet their
obligations stemming from Directive 2004/23/EC. This action will contribute to ensuring the quality and safety of tissues
and cells in the EU.

[Call for tenders]

3.1.4.  Improve citizens’ safety — Improving patient safety through high-quality and safe healthcare (Point 1.2.3 in Annex to the
Health Programme)

3.1.4.1. Patient safety and quality of healthcare

This action seeks to contribute to the provision of safe and high quality healthcare for all EU citizens. It contributes to the
implementation of (1) Council Recommendation 2009/C 151/01 of 9 June 2009 on patient safety, including the
prevention and control of healthcare associated infections, in particular with regard to gathering and sharing comparable
data and information on patient safety outcomes; sharing knowledge, experience and best practice on patient safety
strategies; and sharing knowledge on the effectiveness of patient safety interventions and the evaluation of their trans-
ferability as well as the (2) Agreement in the Working Party on Public Health at Senior Level to enhance collaboration
between Member States and the Commission on healthcare quality and (3) to help Member States exchange good practice
in the field of patient involvement.

The action should result in a sustainable, strengthened collaborative network of Member States in patient safety and
quality of health care; an agreed set of terminology/categories of patient safety topics, adverse events and contributing
factors; an interactive platform (e.g. website) of sharing good practices on patient safety solutions, quality assurance
systems and patient involvement; the implementation of selected good practices in a limited number of health care
settings in Member States and evaluation by means of related patient safety indicators and quality indicators; a complete,
comprehensive and accessible database of safety and quality systems in place in the EU with information about their
transferability within the EU; and a EU guide on evaluation of quality and safety assurance systems, focusing on specified
aspects, such as objectives, organisation, transparency and patient involvement.

[Joint action]

Indicative amount: EUR 3 600 000

3.2, Actions under the second objective ‘Promote health’

Actions under this section aim to foster healthier ways of life and reduce health inequalities, as well as to promote
healthier ways of life and reduce major diseases by tackling health determinants.

3.2.1.  Identifying the causes of, addressing and reducing health inequalities and promoting investment in health in cooperation with
other EU policies and funds (Point 2.1.2 in Annex to the Health Programme)

3.2.1.1. Reducing health inequalities: preparation for action plans and structural funds projects

The objective of this action is to assist Member States to develop action plans on reducing health inequalities, which
would also support them in the context of the structural funds activities in the next programming period beginning in
2013. The action contributes towards the implementation of Commission Communication COM(2009) 567 final of
20 October 2009 on Solidarity in health: reducing health inequalities in the EU which sets out the Commission’s
intention to ‘... review the possibilities to assist Member States to make better use of EU Cohesion policy and structural
funds to support activities to address factors contributing to health inequalities.” The activity will prioritise those Member
States and regions where premature mortality exceeds the EU average by 20 per cent (defined by under 65 years
standardised mortality rates).

The activities should include an analysis of health inequalities and preparation of outline actions to reduce health
inequalities within and between regions or sub regions; information exchange and sharing of good practice between
Member States and regions in relation to action to tackle health inequalities and the development of plans to address
inequalities in (a) access to health care and health prevention services, with special attention to vulnerable groups and
communities and underserved regions, (b) causes of health inequalities relating to health related behaviours and (c) causes
of health inequalities related to living and working conditions, including access to basic needs such as water and
sanitation.
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The action should produce analyses of needs and costed plans to meet needs with the aim of reducing health inequalities
in relation to access to health care, health related behaviours and living and working conditions; integration of outputs
into the overall processes for use of the structural funds; and a synthesis report analysing good practice at EU level with
case studies from participating regions and Member States. This action should also support Member States and regions in
developing integrated approaches to health inequalities as part of overall programmes for economic and social devel-
opment supported by the structural funds; and underpin efforts to overcome regional and socioeconomic inequalities in

health.

[Project grant]

Indicative amount: EUR 1 200 000

3.2.1.2. European Review of Social Determinants and the Health Divide: collaboration with WHO to produce policy
guidelines and tools for addressing health inequalities

The objective of this action is to contribute to the implementation of Communication COM(2009) 567 final and to take
forward the close collaboration between WHO and the European Commission in developing initiatives to address health
inequalities. This contribution is essential to facilitate synergies in information collection and interaction with Member
States on this issue and strengthen coherence in health inequalities policy approach between WHO and the EU. This
direct grant for the World Health Organisation Regional Office for Europe would support work on the ‘European Review
on Social Determinants and the Health Divide’ (European Marmot Review) and the development of policy guidelines and
tools for addressing health inequalities in Europe. The grant will contribute to the second and third phases of the work
begun by WHO EURO to follow up the WHO Global report on social determinants of health entitled ‘Closing the Gap in
a Generation’. The action will produce policy guidelines on action on health inequalities linked to the ‘European Review
on Social Determinants and the Health Divide’; and develop tools for collecting and disseminating statistical information
on health inequalities. It will also cover dissemination activities.

[Direct grant to WHO]

Indicative amount: EUR 400 000

3.2.2.  Addressing health determinants to promote and improve physical and mental health and taking action on key factors such as
nutrition and physical activity, tobacco, and alcohol (Point 2.2.1 in Annex to the Health Programme)

3.2.2.1. Monitoring the implementation of the European Strategy for Nutrition and Physical Activity jointly with WHO

The aim of this action is to further develop a solid EU information and reporting system capable of describing the
progress in the 2007-13 Strategy for Europe on Nutrition, Overweight and Obesity related health issues and to illustrate a
good practice system relying on a WHO led network of 27 National Focal Points. This work was launched by a previous
direct grant to the WHO. This action will provide information regarding the level of implementation of the European
Strategy in all Member States against the 2007 and 2009 benchmarks for 2011 and 2013 at the end of the strategy;
animate and provide assistance to a EU27 National Focal Points network in close collaboration with the EU High Level
Group on Nutrition and Physical Activity and relevant Commission services; maintain a comprehensive database on
Member States and EU policy developments and activities; and ensure exchange of information and good practice
between the 27 Member States. The action will further produce an annual update of the public database developed in
the first period for the 27 Member States (2007 to 2010); reports on the implementation of the Strategy by Member
States and contribution to the Commission evaluation report of the strategy; and a consolidation of the WHO nutrition
and physical activity Focal Points network with capacity building development in data gathering and steering of the
network.

The action will contribute to producing sound information on the efforts of the EU Member States to counter ill health
due to poor nutrition, overweight and obesity. The information gathered over the 6 years considered will serve as a base
for the evaluation of that strategy in 2013.

[Direct grant to WHO]

Indicative amount: EUR 700 000
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3.2.2.2. Communication campaign on tobacco prevention

The objective of this action is support for Europe-wide smoking cessation activities in the form of an anti-tobacco
campaign. This anti-tobacco campaign invites citizens to reflect about smoking, encourage cessation and make clear that
support to stop smoking is available. The campaign focuses primarily on young adults between 25-34 years of age.
Particular attention will be given to disadvantaged groups and groups with higher smoking prevalence. The themes and
the scale of various actions will take into account particular situations of individual Member States. Specific actions will be
developed and implemented as appropriate in cooperation with Member States’ health authorities in order to secure
coordination and synergies with tobacco cessations efforts undertaken within Member States. The campaign will have a
distinct EU identity. This communication campaign will contribute to building knowledge and changing attitudes and
behaviour in support of a tobacco free society.

[Call for tenders]

3.2.2.3. Study on the tobacco industry’s new marketing, sales and product strategies

The objective of this action is to get a comprehensive overview on the tobacco industry’s activities in the EU in order to
equip tobacco control bodies with the knowledge to adapt to changes and trends, effectively address obstacles, anticipate
new strategies and where necessary, apply restructuring, and thereby increase the efficacy of tobacco control activities.
This action seeks to identify changes in the tobacco industry’s marketing, sales and product strategies since the adoption
of Directive 2001/37[EC of the European Parliament and of the Council of 5 June 2001 on the approximation of the
laws, regulations and administrative provisions of the Member States concerning the manufacture, presentation and sale
of tobacco products (!), Directive 2003/33/EC of the European Parliament and of the Council of 26 May 2003 on the
approximation of the laws, regulations and administrative provisions of the Member States relating to the advertising and
sponsorship of tobacco products (?), Council Recommendation of 2 December 2002 on the prevention of smoking and
on initiatives to improve tobacco control and the WHO Framework Convention on Tobacco Control in 2005 (*); and to
identify how these strategies address differences in age, gender, income, education and place of living, taking into account
differences between Member States as well as rural and urban areas.

This action will produce an analysis of changes in the tobacco industry’s marketing, sales and product strategies; and a set
of recommendations for action to tackle them.

[Existing framework contract/Call for tenders]

3.2.2.4. Administrative agreement with the Joint Research Centre for the provision of scientific policy support for the
implementation of the Tobacco Products Directive and FCTC

The objective of this action is the provision of neutral scientific support for the implementation of Directive 2001/37/EC
and Framework Convention of Tobacco Control (FCTC). This action should support the Commission in its role as Key
Facilitator for the development of the Framework Convention on Tobacco Control; develop guidelines for testing and
measuring tobacco products; support work on the effective functioning of the European Governmental Tobacco Labora-
tories Network; support work on testing and measuring of contents and emissions of tobacco products; and deliver an
analysis of ingredients data.

[Other actions]

Indicative amount: EUR 100 000

3.2.2.5. Good practice on brief interventions to address alcohol use disorders in primary health care, workplace health
services, emergency care and social services

The objective of the action is to identify and systematise good practice on brief interventions to address alcohol use
disorders in primary health care, workplace health services, emergency care and social services; tailor and field-test tools,
methods and materials for each of these contexts for early identification, brief interventions and referral to treatment; and
make a start in further dissemination and adaptation of tailored brief intervention approaches across the EU. The work
should build on existing evidence of effectiveness and experience of the implementation of brief interventions in primary
health care. Special attention should be given to involving actors in Member States with lower levels of experience of the
deployment of brief interventions and to opportunities for fostering cooperation between health and social services. The
action should result in sets of brief intervention tools, methods and materials tailored to and evaluated in specific

() O] L 194, 18.7.2001, p. 26.

(3 OJ L 152, 20.6.2003, p. 16.
(%) http://whqlibdoc.who.int/publications/2003/924159101 3.pdf
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contexts, in guidelines for developing and rolling out tailored brief intervention approaches in further countries, and in a
concrete plan for dissemination across the EU. This will provide widened opportunities to deploy targeted interventions to
address alcohol use disorders at an early stage in a manner to prevent the development of more serious and costly adverse
consequences.

[Project grant]

Indicative amount: EUR 350 000

3.2.2.6. Evaluating the structures put in place to implement the EU Alcohol Strategy

The objective of this action is to evaluate the EU Alcohol Strategy, including an evaluation of the EU Alcohol and Health
Forum, and of actions and structures to support Member States, such as the Committee on National Alcohol Policy and
Action (CNAPA), and work at EU level to develop common knowledge base and best practice. Updating the knowledge
base and evaluating the structures for strategy implementation will contribute to the overall assessment of the value of the
EU’s action to tackle alcohol related harm.

[Existing framework contract]

3.2.2.7. Scientific and technical support to the implementation of EU policies in the field of nutrition, alcohol and Health
Forum activities

The objective of this action is the provision of scientific and technical support to the implementation of EU policies in the
field of nutrition and alcohol as well as to the implementation of the activities of the European Health Forum.

With regard to nutrition, this action seeks to support the activities linked to the implementation of the Strategy for
Europe on Nutrition, Overweight and Obesity related health issues, and in particular the work of the European Platform
for Action ‘Diet, Physical Activity and Health’ and of the High Level Group on Nutrition and Physical Activity. This action
covers the development of scientific summaries and analyses of key areas of the strategy, such as overweight- and obesity-
related illnesses, factors influencing nutrition choices, consumer information, product reformulation, advertising; infra-
structures and healthy lifestyles. With regard to alcohol. scientific support is required to the implementation of the
Commission’s activities in the field of alcohol related harm. This covers support the implementation of the EU Alcohol
Strategy through compilations, reviews and analyses of the knowledge base available to inform the development of
further action and policy. With regard to the European Health Forum, this action seeks to assist the Commission in
implementing the activities of the European Health Forum. This includes organising and supporting the activities of the
‘EU Health Policy Forum’ and of the ‘Open Forum, including the related scientific and technical work.

[Existing framework contract]

3.2.3.  Prevention of major and rare diseases (Point 2.2.2 in Annex to the Health Programme)
3.2.3.1. Support to actions in line with the Commission Communication on Action against Cancer: European Partnership

The joint action ‘European Partnership for Action against Cancer’ launched under the call for proposals 2010 is the
starting point for action in support of the European Partnership. As the collaboration develops, new needs will emerge in
addition to actions identified in Communication COM(2009) 291 final but which are not covered by the above joint
action. The objective of this action is to provide additional support to the European Partnership according to the needs
arising in the identified areas. The focus is health promotion and cancer prevention in relation to environmental factors
and cancer. The aim is to identify relevant environmental factors and demonstrate if, how and which environmental
factors are specifically addressed in relation to cancer by Member States” policies. The examples of best practices existing
in Member States in addressing environmental causes of cancer should lead to demonstration and proposition how a
comprehensive cancer plan or strategy could best include this aspect.

[Project grant]

Indicative amount: EUR 300 000

3.2.3.2. Scientific and technical support to the European Partnership for Action against Cancer and follow-up of the
implementation of the Council Recommendation on Cancer Screening

The objective of this direct grant to the International Agency for Research on Cancer (IARC) is to provide high-quality
scientific and technical support to the European Partnership for Action against Cancer. IARC coordinates and conducts
research on the causes of human cancer, the mechanisms of carcinogenesis, and to develop scientific strategies for cancer
prevention and control. IARC is the only organisation of its kind in the area of cancer, and it provides high-quality
scientific support and technical knowledge on cancer which is essential for the effective implementation of the European
Partnership for Action against Cancer.
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The action ensures the necessary follow-upfup-date of earlier results (e.g.: European Code against Cancer, European
Guidelines in the area of cancer screening) and feeds in to the aims of the European Partnership for Action against
Cancer in the area of information on cancer burden. The activities are directly linked to the responsibilities of the
Commission deriving from the Council Recommendation of 2 December 2003 on cancer screening or from requests
of the EP (European Parliament resolution of 10 April 2008 on combating cancer in the enlarged European Union) and
Council (Council Conclusions of 10 June 2008 on reducing the burden of cancer).

This action covers the preparation of the revised European Code against Cancer; an assessment of the implementation of
the European guidelines on quality assurance in cancer screening in the context of the implementation of the Council
recommendation; and Information on cancer burden to feed in directly to the aims of the European Partnership for
Action Against Cancer in this area.

[Direct grant to IARC]
Indicative amount: EUR 1 300 000

3.2.3.3. Support to European rare diseases information networks

The objective of this action is to provide support to the different European Rare Diseases Information Networks as
mentioned in point 4.4 of Communication COM(2008) 679 final, and in the Council Recommendation of 8 June 2009
on an action in the field of rare diseases.

This action contributes to meeting the priorities established in the Commission Communication and in the Council
Recommendation and to the direct benefit obtained by patients from the creation of the existing pilot European Reference
Networks, European registers of rare diseases or other forms of rare diseases information networks. This action should
allow to fund more than one network.

[Project grants]
Indicative amount: EUR 1 500 000

3.2.3.4. Support to the implementation of the Council Recommendation and the Commission Communication on Rare
Diseases

Council Recommendation of 8 June 2009 on an action in the field of rare diseases calls Member States to adopt national
action plans on rare diseases before end 2013, and most Member States still require support in doing so. This action will
build on the European Project for Rare Diseases National Plans Development (EUROPLAN) and on the Joint Action on
Scientific support to the Rare Disease Task Force. It will provide the necessary EU support for developing and imple-
menting national plans for rare diseases in the 18 remaining Member States as well as provide technical support to
EFTA/EEA and other non-EU Countries, as set out in the above Council Recommendation and Communication
COM(2008) 679 final.

The procedures for accreditation and designation of the European Reference Networks for rare diseases should be agreed
with Member States and should be part of National Plans for Rare Diseases. This will be an innovative action that gives
continuity and a new technical and political framework to the projects on European Reference Networks for Rare Diseases
supported by EU funding between 2006 and 2009. This action will also provide the scientific support to the new
European Union Committee of Experts on Rare Diseases as established in Commission Decision 2009/872/EC of
30 November 2009 establishing a European Union Committee of Experts on rare Diseases (). This covers in particular
support for the Implementation Report of the above Council Recommendation and Commission Communication; the
organisation of working groups and workshops to support activity of the Committee and to guarantee adequate technical
involvement of stakeholders. The joint action will also contribute to the standardisation of nomenclatures at international
level to ensure the visibility of rare diseases in health information systems, to promote quality management of diagnosis
laboratories and to clarify the concepts around rarity used to define areas for action (respective value of incidence and
prevalence by area for action).

[Joint action]
Indicative amount: EUR 3 000 000
3.3.  Actions under the third objective ‘Generate and disseminate health information and knowledge’

Actions under this objective aim to foster exchange knowledge and best practice on health issues and collect, analyse and
disseminate health information.

() OJ L 315, 2.12.2009, p. 18.
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3.3.1.  European Health Information System (Point 3.2.1 in Annex to the Health Programme)
3.3.1.1. Support creation of pilot network of hospitals related to payment of care for cross border patients

The objective of this action is the setting up of a network which will investigate hospitals which are receiving a significant
number of patients from other Member States, with more than a third of members being hospitals located in cross border
regions. Hospitals will report and exchange information on any administrative issues related to payment of care for cross
border patients, including issues related to determination of tariffs for care, potential loss of revenue for the hospitals,
possible use of up-front payments and delays in reimbursement to the hospitals. The network will assess main causes of
problems and propose possible solutions. The network will also set up a system to receive feedback from patients on
their experience related to reimbursement of their own costs for cross border care, based on informed consent. Finally,
the network will compare DRG-based tariffs for a list of common types of elective surgery and propose conclusions on
general cost levels between Member States and discrepancies between relative cost levels.

[Project grant]

Indicative amount: EUR 500 000

3.3.1.2. Pooling of experts on health systems

The objective of this action is to provide technical and policy advice to the Commission and the Member States on the
economic efficiency of health systems at national level. This covers (1) The design of ‘policy matrices’, identifying policy
domains in health systems varying by relevant dimensions and looking to provide analysis around these; (2) The
identification and recruitment of experts per Member State and per identified policy domain and the identification of
and association with institutional partners (European Observatory on Health Policies and Health Systems, World Bank, the
European Health Management Association, European Investment Bank, etc.) i.e. the establishment of an ‘expert pool; (3)
The design of a long term governance model for structures to bring together and provide expertise at European and
national level on health systems; taking into account the outcomes from proposed action under point 3.3.1.8 and (4) The
development of the ‘expert pool’, governance model or other structure through a pilot study.

[Call for tenders/Direct grant to the European Observatory]

3.3.1.3. Complementary joint action on pilot HTA’s on targeted health technologies

This action seeks to complement the joint action on health technology assessment (HTA) 2010-12 through the carrying
out of a significant number of pilot HTA’s; with a focus on piloting and implementing the developed models and tools to
support collaborative production of core HTA information, with reinforced secretariat and coordination, further devel-
opment of production-related ICT infrastructure, and increase of HTA capacities. This action covers production of
transferable core HTA information at the European level which facilitates the work done at national level, in line with
the HTA core model developed by the EUnetHTA (European Network for Health Technology Assessment) Project and the
joint action 2010-12. This includes simultaneous collaborative production of structured core HTA information at
European level, i.e. facilitation of (a) specific collaborations between joint action partners on shared topics for HTA
and (b); testing of the capacity of national HTA bodies to conduct single rapid HTA’s together (including collection of
data on the costs and efficiency gains of both production models ((a) and (b)); testing of the capacities to produce
structured core HTA information across technologies (pharmaceuticals, medical devices, interventions); analysing various
coordination capacities for the permanent secretariat function of the European network for HTA (such as hosting of the
secretariat by Member States, by an EU institution); further testing of the involvement of stakeholders in network
activities, this involvement taking place by means of leading an exchange of views as deemed appropriate by the
members, and the involvement of academic researchers in the process of producing core HTA information; and
support the development of stakeholders’ capacities in HTA, notably patients and health professional organisations.

The action should increase the number of HTA’s produced at the national level with the facilitation by the European
coordinating mechanism; produce recommendations on the design and running of the EU HTA cooperation process; and
facilitate an increase in the stakeholders’ capacities in HTA enabling their appropriate contribution to the HTA process.
The results should be published as scientific, openly accessible literature. The action should result in a better under-
standing for the Commission and Member States to consider the best way to establish a sustainable structure for HTA
work in the EU. The results contribute to objective 3 of the EU Health Strategy 2008-13.

[Joint action]

Indicative amount: EUR 6 600 000
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3.3.1.4. Cross-border eHealth instruments as supporting tools for medical information and research

The joint action on eHealth aims at developing work to cover two areas of unmet needs: (1) eHealth instruments
supporting research on diseases and treatments, and (2) National contact points providing information to patients.
With regard to the first need, this action should deliver a number of detailed recommendations, supported by good
practises that will support health information and research. With regard to the second need, this action will prepare the
roll-out of national contact points for cross-border healthcare. These national contact points will disseminate appropriate
information on all essential aspects of cross-border healthcare to patients. The network will also disseminate relevant
information to patients at EU level. This action will benefit patient mobility by increasing clarity on patients’ rights when
seeking cross-border treatment; patient safety by providing information on healthcare providers; and Member State
cooperation on cross-border care.

[Joint action]

Indicative amount: EUR 2 400 000

3.3.1.5. Collaboration with OECD on health information

The objective of this action is to take forward work on the healthcare quality indicators project. This covers the
development of the joint publishing of the ‘Health at the Glance — European edition’ which addresses several aspects
of health in the EU; follow up on the health modelling: the effectiveness, efficiency and distributional impact of health
interventions which should result in a model to be employed to explore the relative roles of different factors accounting
for alternative healthcare options and associated resource requirements; follow up on the System of Health Accounts
(SHA) revision, to extend collaboration among Eurostat/ OECD/WHO Europe in data management, with the aim to
achieve a highly integrated statistical system which is able to generate fully comparable data; and an analysis of the
performance of the hospital sector: assessing the comparability of data on hospital procedures that is regularly collected
by Eurostat and OECD, and coming up with recommendations to countries to improve data comparability. An evaluation
of the Commission’s cooperation with the OECD in the field of health in order to assess added-value and the best focus
for future work will also be conducted. The results will contribute to evidence based policy making.

[Direct grant to OECD]

Indicative amount: EUR 500 000

3.3.1.6. Setting up guidelines in support of ePrescription interoperability

This action will prepare the finalisation of guidelines supporting the Member States in developing the interoperability of
ePrescriptions. It will draw on the expertise already established within the framework of the epSOS (Smart Open Services
for European Patients) project, notably the work done on ePrescriptions. This action has two objectives. First is a
feasibility analysis of ePrescription interoperability guidelines in general, seeking to find out which aspects (e.g. Privacy
and confidentiality, organisational frameworks, semantic and architectural/technical interoperability) should minimally be
covered by the Guidelines; and at which level of specification can the Guidelines for these minimally covered aspects be
established. Secondly the outcome of the feasibility analysis will help inform the establishment of draft guidelines on
selected aspects at their pre-assessed level of specification (e.g. broad, descriptive guidelines as opposed to the selection of
one specific standard). This action will contribute to patient mobility by fostering access to (cross-border) healthcare;
patient safety by helping to avoid prescription errors in cross-border settings; and Member State cooperation on cross-
border care.

[Call for tenders]

3.3.1.7. Support to the European system of health information and diffusion of innovation

The objective of this action is to provide a mechanism for pooling, presenting and updating good quality health
information throughout Europe through the HEIDI European health wikipedia. The added value of this platform
comes from the combination of four elements: involving the wider health community throughout Europe in
providing and maintaining information; European added-value by providing a single central health reference for the
EU; a technical platform which allows information to be constantly updated, rather than printed reports which inevitably
go out of date; and a quality assurance mechanism to ensure that the information is reliable, through validation of
updates by experts in the relevant fields in Europe. The action covers content development; diffusion of innovation; and
technical assistance and rapid information support to the Member States.

[Call for tenders]
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3.3.1.8. Commission membership of the European Observatory on Health Policies and Health Systems

The membership of the Commission in the European Observatory on Health Policies and Health Systems is intended to
support the core work of the Observatory and to strengthen the integration of European and cross-border dimensions
into the work of the Observatory, with the aim of making best use of their particular expertise and capacity for the
implementation of the European health strategy.

Under their collaboration, the Commission and the Observatory will develop a tool for assessing the performance of
European health systems. They will produce a book to assess the ‘state of the art’ of health system performance
comparison. The emphasis will be on performance information that sheds light on comparative system performance.

[Other actions]

Indicative amount: EUR 500 000

3.3.2.  Dissemination and application of health information (Point 3.2.2 in Annex to the Health Programme)

3.3.2.1. Communication and promotion of policies and Health Programme results and evaluation of activities related to
communication

The objective of this action is to communicate and promote health policies and the results of the Health Programme as
well as evaluate communication activities. This covers: (1) Promotion of the EU Public Health Portal. The action seeks to
improve the visibility of the portal and increase its users; to map and evaluate the users and their needs; to evaluate the
Portal’s navigability and use and user satisfaction; and to review its structure and editorial line; (2) Organisation of the EU
Journalist prize. The aim is to stimulate high-quality journalism that raises awareness of issues related to healthcare and
patients’ rights; and to establish and maintain an informal network of national journalists interested in EU health issues in
order to communicate locally in the Member States; (3) Production of publications and audiovisual material; and (4)
Organisation of workshops and expert meetings, supply of stands and other communication materials.

[Existing framework contract]

3.3.2.2. Maintenance, updating and management of the EU Health Portal and health websites, including in-house services

The objective of this action is to ensure the maintenance, updating and management of the Health websites (Europa
website, Health EU portal together with its sub-sites such as Europe for patients, Crisis Communication, Journalist Prize
and its newsletter), while enhancing their design and expanding their public, thus supporting the collection and dissemi-
nation of health information; and editing the EU-Health Newsletter.

[Existing framework contract]

3.3.2.3. IT Master Plan

This action covers the development and maintenance of the IT tools and systems necessary for the development and
running of health activities and policies.

[Existing framework contract]

3.3.3.  Analysis and reporting (Point 3.2.3 in Annex to the Health Programme)
3.3.3.1. Research agenda for the EU on health economic evaluations

The general objective of this action is to propose a research agenda for the EU on health economic evaluations. The
specific objectives are: (1) A scanning exercise for existing health economic research (i.e. publications reporting on cost-
effectiveness/utility andfor cost-benefit) in selected therapeutic fields leading to the identification of therapeutic fields
where little health economic research is performed; (2) An expert-based analysis of possible reasons for the observed
scarcity of research in identified fields; and (3) A proposal for a priority agenda on EU health economic research.

[Direct grant to WHO]

Indicative amount: EUR 200 000
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3.3.3.2. Health reports and analysis

The objective of this action is to produce information in form of reports and economic analysis needed on a short notice
to support policy development and the evaluation of the effects of its implementation. The objective with regard to health
reports is to produce well-structured and informative reports on health topics, selected by the Commission as important
for the public, stakeholders and policymakers. The objective with regard to economic analysis is to provide an economic
analysis of health and health-related phenomena in order to establish sound evidence for policymaking. In addition, this
heading would support data collection as necessary for the forthcoming innovation partnership on active and healthy
ageing.

[Existing framework contract]

3.3.3.3. Feasibility study on health workforce

The objective of this action is to produce a feasibility study for EU level collaboration on monitoring health workforce
trends, forecasting health workforce needs and assisting the Member States in workforce planning. The objective of the
study will be to examine the benefits and costs of sharing good practice and innovation at EU level in order to promote
long term workforce planning in the Member States; assess and predict current and future changes in skill mix; to match
workforce to patients’ needs in an ageing society; and to assess what investment is needed in training to better utilise new
technology.

[Existing framework contract]

3.3.3.4. Study on the package leaflets and the summaries of product characteristics of medicinal products for human use

The objective of the action is to provide the Commission with an assessment on the readability of the package leaflets and
the summaries of product characteristics. The action seeks to identify possible shortcomings, as regards their value as a
source of information for healthcare professionals and the public, with a particular focus on older persons, the rational
use of medicines and patient safety in the readability, layout and content of the summaries of product characteristics and
the package leaflets; to identify the causes of such shortcomings, and their potential consequences for the health of
patients; and to make recommendations for the improvement of the summaries of product characteristics and the
package leaflets in order to increase their value for the healthcare professionals and the general public, their contribution
to the rational use of medicines and patient safety. This action will produce a thorough assessment enabling the
Commission to consider any necessary action in this area and contributing to the report to the European Parliament
and the Council. The report to the European Parliament and the Council is due 24 months after publication of Directive
of the European Parliament and of the Council amending, as regards pharmacovigilance, Directive 2001/83/EC of the
European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal products for
human use (*). The amending directive was published on 31 December 2010. The study should therefore be completed in
the first quarter of 2012 in order for the Commission to prepare the report within the timeline foreseen.

[Existing framework contract]

() OJ L 311, 28.11.2001, p. 67.
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ANNEX 11

Criteria for financial contributions to projects under the second programme of Community action in the field of

health (2008-2013)

Decision No 1350/2007EC, Article 4(1)(a)

This document applies only to co-funding of individual actions under the Health Programme through grants following a
call for proposals for projects.

1. GENERAL PRINCIPLES

1. The Financial Regulation and its Implementing Rules are the reference documents for the implementation of the

Health Programme.

. Grants must comply with the following principles:

— Co-financing rule: external co-financing from a source other than EU funds is required, either by way of the
beneficiary’s own resources or the financial resources of third parties. Contributions in kind from third parties may
be considered as co-financing if considered necessary or appropriate (Articles 113 of the Financial Regulation and
172 of the Implementing Rules),

— No-profit rule: the grant may not have the purpose or effect of producing a profit for the beneficiary (Articles
109(2) of the Financial Regulation and 165 of the Implementing Rules),

— No-retroactivity rule: expenditure eligible for financing must be incurred after the agreement is signed. In excep-
tional cases, it may be acceptable to consider expenditure that was incurred from the date of submission of the
grant application, but not earlier (Article 112 of the Financial Regulation),

— No-cumulation rule: only one grant may be awarded for a specific action carried out by a given beneficiary per
financial year (Article 111 of the Financial Regulation) (').

. Proposals for actions (projects) will be evaluated on the basis of three categories of criteria:

— exclusion and eligibility criteria, to assess the applicant’s eligibility — Article 114 of the Financial Regulation,

— selection criteria, to assess the applicant’s financial and operational capacity to complete the proposed action —
Article 115 of the Financial Regulation,

— award criteria, to assess the quality of the proposal taking into account its cost.

These three categories of criteria will be considered consecutively during the evaluation procedure. A project which
fails to meet the requirements of one category will not be considered at the next evaluation stage and will be rejected.

. In respect of the Health Programme, priority will be given to projects which:

— have an innovative character in relation to the existing situation and are not of a recurrent nature,

— provide added value at European level in the field of health: projects are to yield relevant economies of scale,
involve an appropriate number of eligible countries in relation to the scope of the project and be capable of being
replicated elsewhere,

— contribute to and support the development of EU policies in the field of health,

— devote adequate attention to an efficient management structure, a clear evaluation process and a precise description
of the expected results,

— include a plan for using and disseminating the results at European level to appropriate target audiences.

This means that a specific action, submitted by one applicant for a grant, can be approved for co- financing by the Commission only

once a year, regardless of the length of this action.
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3.

. EXCLUSION AND ELIGIBILITY CRITERIA

. Applicants will be excluded from participation in an award procedure under the Health Programme if they are in any

of the situations of exclusion listed in Articles 93 and 94 of the Financial Regulation.

Evidence: Candidates shall provide a declaration on their honour, duly signed and dated, stating that they are not in
any of the situations listed above.

. Any proposals received after the deadline for receipt, any incomplete proposals or proposals failing to meet the formal

requirements laid down in the call for proposals will not be considered for funding. This does not apply in the case of
obvious clerical errors within the meaning of Article 178(2) of the Implementing Rules.

Each application must contain the documents required in the call for proposals, including the following documents:
— administrative data on the main partner and associated partners,

— technical description of the project,

— global budget of the project and the requested level of EU co-financing.

Evidence: Application content.

. Actions which have already commenced by the date on which the grant application is registered will be excluded from

participation in the Health Programme.
Evidence: The scheduled starting date and duration of the action must be specified in the grant application.

SELECTION CRITERIA

Only proposals which have met the requirements of the exclusion criteria will be eligible for evaluation. All the following
selection criteria have to be met.

1.

Financial capacity:

Applicants must have stable and sufficient sources of funding to maintain their activity throughout the period during
which the activity is being carried out and to participate in its co-funding.

Evidence: Applicants must supply the profit and loss accounts and the balance sheets for the past two complete
financial years.

The verification of financial capacity will not apply to public bodies, or to international public organisations created by
inter-governmental agreements or to specialist agencies created by the latter.

. Operational capacity:

The applicant must have the professional resources, competences and qualifications required to complete the proposed
action.

Evidence: Applicants must supply the organisation’s most recent annual activity report including operational, financial
and technical details and the curricula vitae of all relevant professional staff in all the organisations involved in the
project.

. Additional documents to be supplied at the request of the Commission:

If so requested, applicants must supply an external audit report produced by an approved auditor, certifying the
accounts for the last financial year available and giving an assessment of the applicant’s financial viability.

4. AWARD CRITERIA

Only projects which have met the requirements of the exclusion and selection criteria will be eligible for further
evaluation on the basis of the following award criteria.
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1. Policy and contextual relevance of the project (40 points, threshold: 20 points):

(a) project’s contribution to meeting the objectives and priorities of the Health Programme, as defined in the Work
Plan for 2011 (8 points);

(b) strategic relevance in terms of relevance to the EU Health Strategy (') and in terms of expected contribution to the
existing knowledge and implications for health (8 points);

(c) added value at European level in the field of public health (8 points):

— impact on target groups, long term effect and potential multiplier effects, such as replicable, transferable and
sustainable activities,

— contribution to complementarity, synergy and compatibility with relevant EU policies and other programmes;

=

pertinence of the geographical coverage (8 points):

Applicants must ensure that a geographical coverage of the project is appropriate with regard to its objectives,
explaining the role of the eligible countries as partners and the relevance of the project resources or target
populations they represent.

Proposals with national or sub-national dimension (i.e. which involve only one eligible country or a region of a
country) will be rejected;

() adequacy of the project with social, cultural and political context (8 points):

Applicants must relate the project to the situation of the countries or specific areas involved, ensuring the
compatibility of envisaged actions with the culture and views of the target groups.

2. Technical quality of the project (30 points, threshold: 15 points):
(a) Evidence base (6 points):

Applicants must include a problem analysis and clearly describe the factors, the impact, the effectiveness and
applicability of measures proposed;

(b) Content specification (6 points):

Applicants must clearly describe the aims and objectives, target groups, including relevant geographical factors,
methods, anticipated effects and outcomes;

(¢) Innovative nature, technical complementarity and avoidance of duplication of other existing actions at EU level (6
points):

Applicants must clearly identify the progress the project intends to accomplish within the field in relation with the
state of the art and ensure that there will be neither inappropriate duplication nor overlap, whether partial or total,
between projects and activities already carried out at European and international level;

(d) Evaluation strategy (6 points):
Applicants must clearly explain the kind and adequacy of methods proposed and indicators chosen.
(e) Dissemination strategy (6 points):

Applicants must clearly illustrate the adequacy of the envisaged strategy and methodology proposed to ensure
transferability of results and sustainability of the dissemination.

(") COM(2007) 630 final; http:|[ec.europa.eu/health/ph_overview/strategy/health_strategy_en.htm


http://ec.europa.eu/health/ph_overview/strategy/health_strategy_en.htm
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3. Management quality of the project and budget (30 points, threshold: 15 points):

(@)

=

Planning and organisation of the project (5 points):

Applicants must clearly describe the activities to be undertaken, timetable and milestones, deliverables, nature and
distribution of tasks, risk analysis;

Organisational capacity (5 points):

Applicants must clearly describe the management structure, competency of staff, responsibilities, internal
communication, decision making, monitoring and supervision;

Quality of partnership (5 points):

Applicants must clearly describe the partnerships envisaged in terms of extensiveness, roles and responsibilities,
relationships among the different partners, synergy and complementarity of the various project partners and
network structure;

Communication strategy (5 points):

Applicants must clearly describe the communication strategy in terms of planning, target groups, adequacy of
channels used, and visibility of EU co-funding;

Overall and detailed budget including financial management (10 points, threshold: 5 points):

Applicants must ensure that the budget is relevant, appropriate, balanced and consistent in itself, between partners
and in relation to the specific objectives of the project. The budget should be distributed within partners at a
minimum reasonable level, avoiding excessive fragmentation.

Applicants must clearly describe the financial circuits, responsibilities, reporting procedures and controls.

Any project failing to achieve the threshold will be rejected.

Following the evaluation, a list is drawn up of proposals recommended for funding, ranked according to the total number
of points awarded. Depending on budget availability, the highest ranked proposals will be awarded co-funding.



Call for proposals

C 69/26

Official Journal of the European Union

Infopack: Joint Actions
Page 46

3.3.2011

ANNEX III

Criteria for financial contributions to the functioning of a non-governmental body or a specialised network
(operating grants) under the second programme of Community action in the field of health (2008-2013)

Decision No 1350/2007EC, Article 4(1)(b)

1. EXCLUSION AND ELIGIBILITY CRITERIA

Financial contributions by the EU may be awarded to the functioning of a non-governmental body or the costs associated
with the coordination of a specialised network by a non-profit body. A specialised network is a European network
representing non-profit bodies active in the Member States or in countries participating in the Health Programme and
promoting principles and policies consistent with the objectives of the Programme, which have a relevant track record of
joint achievements (e.g. successfully completed projects and/or joint publications) and established rules of collaboration
(e.g. SOPs or a memorandum of understanding). An organisation or a specialised network may receive funding if it:

— is non-profit-making and independent of industry, commercial and business or other conflicting interests,

— has members in at least half of the Member States,

— has a balanced geographical coverage,

— pursues as its primary goal one or more objectives of the Health Programme,

— does not pursue general objectives directly or indirectly contrary to the policies of the European Union or associated
with an inadequate image,

— has provided to the Commission satisfactory accounts of its membership, internal rules and sources of funding,

— has provided to the Commission its annual work programme for the financial year and the most recent annual
activity report and, if available, the most recent evaluation report,

— is not in any of the situations of exclusion listed in Articles 93 and 94 of the Financial Regulation.

Any proposals received after the deadline for receipt, any incomplete proposals or proposals failing to meet the formal
requirements laid down in the call for proposals will not be considered for funding. This does not apply in the case of
obvious clerical errors within the meaning of Article 178(2) of the Implementing Rules.

The criterion ‘independent from industry, commercial and business or other conflicting interest’” will be assessed as
described in Annex VI

2. SELECTION CRITERIA

The selection criteria make it possible to assess the applicant organisation’s financial and operational capacity to complete
the proposed work programme.

Only organisations with the resources necessary to ensure their functioning can be awarded a grant. As evidence of this
they must:

— attach a copy of the organisation’s annual accounts for the last financial year for which the accounts have been closed
preceding the submission of the application. If the grant application is from a new European organisation, the
applicant must produce the annual accounts (including balance sheet and profit and loss statement) of the
member organisations of the new body for the last financial year for which the accounts have been closed
preceding the submission of the application,

— present a detailed forward budget for the organisation, balanced in terms of income and expenditure,

— attach an external audit report produced by an approved auditor in case of operating grant applications in excess of
EUR 100 000, certifying the accounts for the last financial year available and giving an assessment of the applicant
organisation’s financial viability.



Call for proposals

3.3.2011

Official Journal of the European Union

Infopack: Joint Actions
Page 47

C 69/27

Only organisations with the necessary operational resources, skills and professional experience may be awarded a grant.
To this end, the following information must be enclosed in support of the application:

— the organisation’s most recent annual activity report, or, in the case of a newly constituted organisation, the curricula
vitae of the members of the management board and other staff and the annual activity reports of the new body’s
member organisations,

— any references relating to participation in or applications for actions financed by the European Community,
conclusion of grant agreements and conclusion of contracts from Community budget.

3. AWARD CRITERIA

The award criteria make it possible to select work programmes that can guarantee compliance with the Community’s
objectives and priorities and can guarantee proper dissemination and communication, including visibility of Community
financing.

To this end, the annual work programme presented with a view to obtaining EU funding must meet the following criteria:

1. Policy and contextual relevance of the non-governmental body or specialised network’s annual work programme (25
points, threshold 13 points):

(a) Consistency of the annual work programme with the Health Programme and its annual Work Plan in terms of
meeting the objectives and priorities (10 points);

(b) The organisation’s activities (') must be described in relation to the priorities detailed in the Work Plan for 2011
(10 points);

(c) Pertinence of the geographical distribution of the non-governmental body or specialised network. The annual work
programme of the applicant should include activities in a representative number of participating countries. (5
points).

2. Technical quality of the annual work programme proposed (40 points, threshold 20 points):

() purpose of the annual work programme: the work programme of the applicant must clearly describe all objectives
of the organisation or the specialised network and their suitability for achieving the expected results. The applicant
must demonstrate that the work programme submitted gives a true and fair view of all activities planned for the
organisation/specialised network in 2011, including those activities which do not fit in the Work Plan for 2011 of
the Health Programme (10 points);

(b) operational framework: the applicant’s work programme must clearly describe the activities planned, tasks,
responsibilities and timetables of the part of their work programme consistent with the Work Plan for 2011
of the Health Programme and describe its relationship with the other parts of their activity (10 points);

(c) evaluation strategy: the applicant’s work programme must clearly describe the internal and external evaluation of
their activities and the indicators to be used (10 points);

(d) dissemination strategy: the beneficiary must clearly illustrate the adequacy of the actions and methods for
communication and dissemination (10 points).

3. Management Quality (35 points, threshold 18 points):

() planning of the annual work: the applicant must clearly describe the activities to be undertaken, the timetable; the
list of deliverables and provide the nature and the distribution of tasks and a risk analysis (10 points);

(b) organisational capacity: the applicant must clearly describe the management process, human resources and
competencies of staff, responsibilities, internal communication, decision making, monitoring and supervision.
The applicant must also clearly specify the working relationships with relevant partners and stakeholders (10
points);

(") Lobbying activities exclusively targeted at EU Institutions are excluded from funding.
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(c) overall and detailed budget: the applicant must ensure that the budget is relevant, appropriate, balanced and
consistent in itself and for the activities planned (10 points);

(d) financial management: the applicant must clearly describe the financial circuits, responsibilities, reporting
procedures and, where possible, controls (5 points).

Any proposal failing to achieve the threshold will be rejected.

Following the evaluation, a list is drawn up of proposals recommended for funding, ranked according to the total number
of points awarded. Depending on budget availability, the highest ranked proposals will be awarded co-funding.
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ANNEX IV

Criteria for financial contributions to joint actions under the second programme of Community action in the
field of health (2008-2013)

Decision No 1350/2007EC, Article 4(3)

1. EXCLUSION AND ELIGIBILITY CRITERIA

Joint actions may be implemented with public bodies or non-governmental bodies:

— which are non-profit making and independent of industry, commercial and business or other conflicting interest,

— which pursue as their primary goal one or more objectives of the Programme,

— which do not pursue general objectives directly or indirectly contrary to the policies of the European Union or
associated with an inadequate image,

— which have provided to the Commission satisfactory accounts of their membership, internal rules and sources of
funding,

— which are not in any of the situations of exclusion listed in Articles 93 and 94 of the Financial Regulation.

The criterion ‘independent from industry, commercial and business or other conflicting interest’ will be assessed as
described in Annex VI

2. SELECTION CRITERIA

The selection criteria make it possible to assess the applicant’s financial standing and operational capability to complete
the proposed work programme.

Applicants must have the professional resources, competences and qualifications required to complete the proposed
action.

Applicants must have adequate financial resources to maintain their activity throughout the period during which the
activity is being carried out and to participate in its co-funding.

Each applicant must provide:

— a clear, exhaustive and well detailed estimated budget of the expenses in relation to the corresponding activities carried
out by each body taking part in the joint project,

— a copy of the annual accounts for the last financial year for which the accounts have been closed preceding the
submission of the application (for non-profit bodies other than public bodies).

3. AWARD CRITERIA
Only joint actions which have met the requirements of the exclusion and selection criteria will be eligible for further
evaluation on the basis of the following award criteria.

1. Policy and contextual relevance of the project (40 points, threshold: 20 points):

(a) Joint action’s contribution to meeting the objectives and priorities of the Health Programme, as defined in the
Work Plan for 2011 (8 points);

(b) Strategic relevance in terms of relevance to the EU Health Strategy (') and in terms of expected contribution to the
existing knowledge and implications for health (8 points);

(') COM(2007) 630 final; http:/[ec.europa.cu/health/ph_overview/strategy/health_strategy_en.htm
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(c) Added value at European level in the field of public health (8 points):

— impact on target groups, long term effect and potential multiplier effects such as replicable, transferable and
sustainable activities,

— contribution to, complementarity, synergy and compatibility with relevant EU policies and other programmes;

Pertinence of the geographical coverage (8 points):

Applicants must ensure that a geographical coverage of the action is appropriate with regard to its objectives,
explaining the role of the eligible countries as partners and the relevance of the action resources or target
populations they represent.

Proposals with national or sub-national dimension (i.e. which involve only one eligible country or a region of a
country) will be rejected;

Adequacy of the joint action with social, cultural and political context (8 points):

Applicants must relate the action to the situation of the countries or specific areas involved, ensuring the
compatibility of envisaged activities with the culture and views of the target groups.

2. Technical quality of the joint action (30 points, threshold: 15 points):

3.

@)

G5

=

Evidence base (6 points):

Applicants must include a problem analysis and clearly describe the factors, the impact, the effectiveness and
applicability of measures proposed;

Content specification (6 points):

Applicants must clearly describe the aims and objectives, target groups, including relevant geographical factors,
methods, anticipated effects and outcomes;

Innovative nature, technical complementarity and avoidance of duplication of other existing actions at EU level
(6 points):

Applicants must clearly identify the progress the joint action intends to accomplish within the field in relation
with the state of the art and ensure that there will be neither inappropriate duplication nor overlap, whether
partial or total, between projects and activities already carried out at European and international level;

Evaluation strategy (6 points):

Applicants must clearly explain the kind and adequacy of methods proposed and indicators chosen;

Dissemination strategy (6 points):

Applicants must clearly illustrate the adequacy of the envisaged strategy and methodology proposed to ensure
transferability of results and sustainability of the dissemination.

Management quality of the joint action and budget (30 points, threshold: 15 points):

@)

Planning and organisation of the joint action (5 points):

Applicants must clearly describe the activities to be undertaken, timetable and milestones, deliverables, nature and
distribution of tasks, and risk analysis;
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(b) Organisational capacity (5 points):

Applicants must clearly describe the management structure, competency of staff, responsibilities, internal
communication, decision making, monitoring and supervision;

Quality of partnership (5 points):

Applicants must clearly describe the partnerships envisaged in terms of extensiveness, roles and responsibilities,
relationships among the different partners, synergy and complementarity of the various project partners and
network structure;

Communication strategy (5 points):

Applicants must clearly describe the communication strategy in terms of planning, target groups, adequacy of
channels used and visibility of EU co-funding;

Overall and detailed budget, including financial management (10 points, threshold: 5 points):

Applicants must ensure that the budget is relevant, appropriate, balanced and consistent in itself, between partners
and in relation to the specific objectives of the joint action. The budget should be distributed within partners at a
minimum reasonable level, avoiding excessive fragmentation.

Applicants must clearly describe the financial circuits, responsibilities, reporting procedures and controls.

Any proposal failing to achieve the threshold will be rejected.
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ANNEX V

Criteria for financial contributions for conferences under the second programme of Community action in the

2.

field of health (2008-2013)

Decision No 1350/2007EC, Article 4(1)(a)

. EXCLUSION AND ELIGIBILITY CRITERIA

. Applicants will be excluded from participation in an award procedure of the Health Programme if they are in any of

the situations of exclusion listed in Articles 93 and 94 of the Financial Regulation.

Evidence: Candidates shall provide a declaration on their honour, duly signed and dated, stating that they are not in
any of the situations listed above.

. Any proposals received after the deadline for receipt, any incomplete proposals or proposals failing to meet the formal

requirements laid down in the call for proposals will not be considered for funding. This does not apply in the case of
obvious clerical errors within the meaning of Article 178(2) of the Implementing Rules.

Each application must contain the documents required according to the call for proposals, including the following
documents:

— administrative data on the main partner,

— technical description of the conference,

— global budget of the conference and the requested level of EU co-financing.

Evidence: Application content.

. Actions which have already commenced by the date on which the grant application is registered will be excluded from

participation in the Health Programme. The duration of the action must not exceed 12 months.

Evidence: The scheduled commencement date and duration of the action must be specified in the grant application.

SELECTION CRITERIA

Only proposals which have met the requirements of the exclusion criteria will be eligible for evaluation. All the following
selection criteria have to be met.

1.

Financial capacity:

Applicants must have stable and sufficient sources of funding to maintain their activity throughout the period during
which the activity is being carried out and to participate in its co-funding.

Evidence: Applicants must supply the profit and loss account and the balance sheets for the past two complete
financial years.

The verification of financial capacity will not apply to public bodies, or to international public organisations created by
inter-governmental agreements or to specialist agencies created by the latter.

. Operational capacity:

The applicant must have the professional resources, competences and qualifications required to complete the proposed
action.

Evidence: Applicants must supply the organisation’s most recent annual activity report including operational, financial
and technical details and the curricula vitae of all relevant professional staff in all the organisations involved in the
conference.



Call for proposals

3.3.2011

Official Journal of the European Union

Infopack: Joint Actions
Page 53

C 69/33

3. Additional documents to be supplied at the request of the Commission:

If so requested, applicants must supply an external audit report produced by an approved auditor, certifying the
accounts for the last financial year available and giving an assessment of the applicant’s financial viability.

3. AWARD CRITERIA
1. Content of the proposal (60 points, threshold 30 points):
(a) Relevance of the content and expected results of the event in relation to the objectives and priorities described in

the Health Programme and its annual Work Plan taking into account the priorities set out in the Communication
COM(2010) 2020 (15 points);

=

Participation (15 points):

The applicant must clearly describe the expected number and profile/function of the target participants in the
event, making reference to distribution by Member State, organisation and type of expertise;

(c) European dimension (15 points):

The conference must have a wide European Union dimension, with participation of representations from 10 or
more countries participating in the Health Programme;

(d) Follow-up and evaluation methodology (15 points):
The applicants must clearly describe their dissemination strategy.

An adequate evaluation should be foreseen based on an evaluation plan with corresponding design, method,
responsibilities and timing making use of indicators.

2. Management Quality (40 points, threshold 20 points):
(a) Planning of the event (15 points):

The applicant must clearly describe the methodology, tools, timetable and milestones, deliverables, nature and
distribution of tasks, risk analysis, and financial circuits;

=

Organisational capacity (10 points):

The applicant must clearly describe the management structure, competency of staff, responsibilities, decision
making, monitoring and supervision;

(c) Overall and detailed budget (15 points):

The applicant must ensure that the budget is relevant, appropriate, balanced and consistent in itself and in relation
to the objective/s of the conference.

Any proposal failing to achieve the threshold will be rejected.

Following the evaluation, a list is drawn up of proposals recommended for funding, ranked according to the total number
of points awarded. Depending on budget availability, the highest ranked proposals will be awarded co-funding.
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ANNEX VI

Criteria for independence from industry, commercial and business or other conflicting interest applicable to
operating grants and grants for joint actions under the second programme of Community action in the field of
health (2008-2013)

Decision No 1350/2007EC, Articles 4.1(b) and 4.3

A conflicting interest occurs when an individual or organisation has multiple interests, one of which could possibly
corrupt the motivation to act in the other.

The criterion ‘independent from industry, commercial and business or other conflicting interest refers to three
requirements all of which the applicant organisation has to meet:

1. LEGAL INDEPENDENCE

To be eligible for funding, an NGO has to be independent from other entities representing industry, commercial and
business or other conflicting interests.

Two legal entities shall be regarded as independent of each other where neither is under the direct or indirect control of
the other or under the same direct or indirect control of a third entity as the other.

Control may in particular take either of the following forms:

(a) The direct or indirect holding of more than 50 % of the nominal value of the issued share capital in the legal entity
concerned, or of a majority of the voting rights of the shareholders or associates of that entity;

(b) The direct or indirect holding of decision-making powers, in fact or in law, in the legal entity concerned.

However, the following relationships between legal entities shall not in themselves be deemed to constitute controlling
relationships:

(c) The direct or indirect holding of more than 50 % of the nominal value of the issued share capital of the applicant
organisation or a majority of voting rights of the sharcholders or associates of the legal entities is held by the same

public body;
(d) The legal entities concerned are owned or supervised by the same public body.

2. FINANCIAL INDEPENDENCE

In order to be considered independent, applicant organisations must unilaterally commit not to receive more than 20 %
of their core funding from private sector organisations () representing a conflicting interest, or from other sources
representing a conflicting interest during the financial years covered by the grant.

Core funding shall mean financing required for the basic structure of an organisation, including salaries of full-time staff,
facilities, equipment, communications, and the direct expenses of day-to-day work. Core funding also includes financing
of all permanent or regularly repeated activities. Core funding requirements are often budgeted separately from other costs
like specific actions or projects.

3. TRANSPARENCY OF THE APPLICANT'S ACTIVITIES AND FUNDING

All activities should be published in the applicant’s annual report (?).

Applicants working with private sector actors regarded ineligible for example by the nature of their activity which is
incompatible with the basic principles of the European Union as stated in Article 2 and 3 of the EU Treaty, can be
considered unacceptable.

(a) All information on funding is to be made available to the public via the applicant’s website, broken down by type
(core and project funding, contribution in kind) and by funding entity.

(") The term ‘private sector’ covers for-profit’ companies/enterprises/corporations, business organisations or other entities irrespective of
their legal nature (registered/not registered), ownership (wholly or partially privately owned|state owned) or size (large/small), if they are
not controlled by the public.

(%) Collaborators in a position that could lead to a conflict of interest (Article 52 of the Financial Regulation and Article 34 of the
Implementing Rules) shall be listed.
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(b) Applicant’s existing position statements regarding their requirement on transparency are to be publicly available.

4. ASSESSMENT OF INDEPENDENCE

Legal independence and transparency is assessed based on the latest available information provided by the applicant
together with the application. The financial independence will be assessed based on the financial information for the
financial year for which the grant will be attributed at the time of the final report. This information has to be provided
according to the form published with the call for proposals and must be certified by an independent auditor. If these
accounts show that during any of the financial years covered by the grant, the beneficiaries have received more than 20 %
of their core funding from private sector organisations representing a conflicting interest, or from other sources repre-
senting a conflicting interest, the entire amount of the grant shall be recovered.
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ANNEX VII

Criteria for exceptional utility for project grants and operating grants under the second programme of
Community action in the field of health (2008-2013)

Decision No 1350/2007EC, Articles 4(1)(a), 4(1)(b) and 4(3)

1. GENERAL PRINCIPLES

Exceptional utility may be accorded to proposals that have very high European added value in the following areas:

— Contribution to:

— improving the health of European citizens, as measured where possible by appropriate indicators, including the
Healthy Life Years indicator,

— reducing health inequalities in and between EU Member States and regions,

— building capacity for development and implementation of effective public health policies particularly in areas of

high need;

— involvement of new (non-traditional) actors for health in sustained, cooperative and ethically sound actions, both at
regional or local level and across participating countries. This includes the public sector, the private sector and
stakeholders among wider civil society whose primary aims are not limited to public health (for example among
the youth, ethnic groups and other public interest spheres such as environment and sport).

Proposals which meet the abovementioned criteria can be considered of exceptional utility. Applicants must be able to
demonstrate how the proposed action will contribute to the abovementioned areas by complying with criteria specified in
the following sections.

2. EXCEPTIONAL UTILITY OF PROJECTS

A maximum EU contribution per beneficiary (i.e. per main and per associated beneficiary) of 80 % of eligible costs may
be envisaged where a proposal is of exceptional utility, as specified under the section ‘General principles’ above. No more
than 10 % of funded projects should receive EU co-funding of over 60 %. Proposals for projects requesting more than
60 % co-funding will need to comply with the following criteria:

— at least 60 % of the total budget of the action must be used to fund staff. This criterion is intended to promote
capacity building for development and implementation of effective public health policies,

— at least 25 % of the budget of the proposed action must be allocated to Member States with a GDP per capita (as
published by Eurostat in its latest statistical report) in the lower quartile of all EU Member States This criterion is
intended to contribute to the reduction of health inequalities among EU Member States,

— a score of at least 5 out of 8 marks must be achieved for all the award criteria of the policy relevance block
mentioned in Annex II. This criterion aims at promoting the improvement of the health of European citizens, in the
sense of enhancing policy relevance,

— at least 10 % of the budget must be allocated to organisations that have not received any funding under the first and
the second Health Programme in the past 5 years. This criterion is intended to promote the involvement of new
actors for health.

3. EXCEPTIONAL UTILITY OF OPERATING GRANTS

A maximum EU contribution of 80 % of eligible costs may be envisaged where a proposal for a new operating grant is of
exceptional utility, as specified under the section ‘General principles’ above.
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Proposals for new operating grants requesting more than 60 % co-funding will need to comply with the following criteria:

— at least 25 % of the members or candidate members of the non-governmental bodies or organisations forming the
specialised network come from Member States with a GDP per capita (as published by Eurostat in its latest statistical
report) in the lower quartile of all EU Member States,

— the reduction of health inequalities at EU, national or regional level is manifested in the mission as well as the annual
work programme of the applicant organisation/specialised network.

For operating grants which are renewed, the exceptional utility status will remain the same as under the 2010 call for
proposals.
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2011 CALL FOR PROPOSALS FOR JOINT ACTIONS

PROGRAMME OF COMMUNITY ACTION
IN THE FIELD OF HEALTH (2008-2013)

(Text with EEA relevance)

l. BACKGROUND AND PURPOSE OF THIS CALL

On 23 October 2007, the European Parliament and the Council adopted a Decision
establishing a second programme of Community action in the field of health (2008-2013).
This programme entered into force on 1 January 2008.

The programme replaces the previous Programme of Community action in the field of public
health (2003 — 2008) which laid down the foundations for a comprehensive and coherent
approach to public health at EU level contributing to the promotion of a high level of health
and well-being throughout the Union.

The second Health Programme is intended to complement, support and add value to the
policies of the Member States and to contribute to increased solidarity and prosperity in the
European Union. The Programme's objectives are

- to improve citizens' health security;
- to promote health, including the reduction of health inequalities and

- to generate and disseminate health information and knowledge.

The 2011 Work Plan sets out details of the financing mechanisms and priority areas for action
in implementing the programme. This document (Commission Decision) has been published
in the Official Journal of the European Union no C 69/2011 pp. 01 and is available under
http://ec.europa.eu/eahc. The present call relates to the financing mechanism "call for
proposals for joint actions”.

Proposals with national or sub-national dimension (i.e. which involves only one eligible
country or a region in a specific country) will be rejected immediately and will not be
submitted to the evaluation of the award criteria.

Joint actions enable the competent authorities of the Member States/other countries
participating in the Health Programme and the European Commission to take forward work
on jointly identified issues. Applications can be submitted through this call for proposals for
joint actions, in accordance with the procedures set out in Annex | Paragraph 2.3 and Annex
IV of the above Commission Decision, in order to implement the priority actions defined in
the programme decision.

The areas for funding, the selection and award criteria, the procedures for application and
approval and the indicative amount are described hereafter.

! Decision No 1350/2007/EC of the European Parliament and of the Council of 23 October 2007 establishing
a second programme of Community action in the field of health (2008-2013), OJ L 301, 20.11.2007.

-1-
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In addition to the 27 Member States of the European Union, the call is also open to the
participation of EFTA-EEA countries within the context of the Agreement on the European
Economic Area (Iceland, Liechtenstein and Norway) and Croatia. Organisations from these
countries can receive funding from the second Health Programme.

Moreover, third countries not participating in the programme (in particular countries to which
the European Neighbourhood Policy applies, countries that are applying for, are candidates
for or are acceding to membership of the European 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 Union programmes) are eligible to participate as collaborating
partners or subcontractors. However, this participation should not involve any financial
contribution under the Programme.

Union contributions may be awarded to Public bodies or non-governmental bodies based in a
Member State or in other participating country which participates in a given joint action.
However, they have to be expressly mandated to do so by the authorities of the Member
State/other participating country concerned.

1. AREAS FOR FUNDING

There are five joint actions proposed in the work plan for 2011 which significantly contribute
to the objectives of the Europe 2020 Strategy set out in Commission Communication
COM(2010)2020 of 3 March 2010 on Europe 2020 A strategy for smart, sustainable and
inclusive growth. All those five joint actions are considered of exceptional utility.Hereafter
you will find the list of the 5 joint actions proposed together with the information on the
maximum co-funding available for each one.

Joint Action Title

funding
Co-funding
percentage

Maximum
EU co-

Support to the implementation of national plans/strategies on rare
diseases and related measures to implement Council EUR 3.000.000
Recommendation and Commission Communication on rare diseases
Cross-border e-health instruments as supporting tools for medical
information and research

Complem_entaryjomt action on pilot HTA's on targeted health EUR 6.600.000 70 %
technologies

Patient safety and quality of healthcare EUR 3.600.000| 60 %

Assisting Member States in reaching the full potential of deceased
and living donation

(o2}
o
=3

EUR 2.400.000 60 %

EUR 1.440.000{ 60 %

The duration of a joint action should normally not exceed three years.

I11. LEGAL AND FINANCIAL INDEPENDENCE, TRANSPARENCY

This is applicable only to the non-governmental organisations participating in a Joint
Action.
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To be eligible for participating in the joint action, the organisation has to be legally
independent from other entities representing industry, commercial and business or other
conflicting interests.

Two legal entities shall be regarded as independent of each other where neither is under the
direct or indirect control of the other or under the same direct or indirect control of a third
entity as the other. This will particularly apply to the holding of majority of voting rights of
the shareholders or associates of the legal entity, and the direct or indirect control of decision-
making powers, in fact or in law, in the legal entity concerned.

In addition, the applicant organisation must unilaterally commit not to receive more than 20%
of their core funding from private sector organisations representing a conflicting interest, or
from other sources representing a conflicting interest during the financial year covered by the
grant (financial independence).

Finally, the applicant organisation must comply with the transparency criteria as indicated in
Annex VI of the Work Plan 2011.

I11.1 Assessment

Legal independence and transparency will be assessed retroactively based on the supporting
documents as listed under “VI1.1 Application package’ (e.g. statutes / articles of association,
registration certificate, records of the past two years). Additionally other information sources
or indirect sources (e.g. information on the website of the applicant organisation) will also be
considered.

At the time of submitting applications, the partners which are non-governmental organisations
must submit the unilateral commitment to not receive more than 20% of its core funding from
private sector organisations representing a conflicting interest or from other sources
representing a conflicting interest. A "unilateral commitment form™ is provided as integral
part of the application form. The financial independence will be assessed based on the
financial information for the financial year for which the grant is awarded at the time of the
final report. This information has to be provided according to the form published with the call
for proposals and must be certified by an independent auditor in accordance with the
provisions in Annex VI of the Work Plan 2011.

IVV. SELECTION AND AWARD CRITERIA (GRANTS FOR ACTIONS (JOINT ACTIONYS))

Joint Action proposals will be evaluated by an evaluation committee set up according to
Article 116 of the Financial Regulation? and Article 178 of the Implementing Rules®, assisted
by experts.

Eligibility of applicants and evaluation criteria (exclusion, selection and award criteria)

Applicants must meet the evaluation criteria set out in Annex IV of the 2011 Work Plan
Decision: “Criteria for financial contributions to joint actions under the second Community
Programme in the field of health (2008-13)” in sections 1 (exclusion and eligibility criteria), 2
(selection criteria) and 3 (award criteria). The awarding authority reserves the right to reject
proposals that neither meet these criteria nor follow the procedures.
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As regards award criteria, each proposal will be assessed according to the scale of marks
referred to in the table below.

Proposals which do not reach a threshold of 50% of the total points will be rejected.
Furthermore, a threshold is set for each of the following blocks of criteria:

— Policy and contextual relevance of the Joint Action: threshold is 20 points.

— Technical quality of the Joint Action: threshold is 15 points.

— Management quality of the Joint Action and budget: threshold is 15 points.

In addition, for the individual criteria 'Overall and detailed budget including financial
management' the threshold is set at 5 points.

Proposals not reaching one or more of these thresholds will be rejected.
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A Proposed B Proposed C Proposed
Policy and contextual relevance of the Joint Action o Technical quality of the Joint Action o Management quality of the Joint Action and budget o
40/100 (threshold: 20) Weighting 30/100 (threshold: 15) Weighting 30/100 (threshold: 15) Weighting
(a) Joint Action's contribution to meeting the objectives and 8 (a) Evidence base 6 (@) Planning and organisation of the joint action 5
priorities of the Health Programme, as defined in the work plan Applicants must include the problem analysis and clearly describe Applicants must describe the activities to be undertaken, timetable and
for 2011; the factors, the impact, the effectiveness and applicability of milestones, deliverables, nature and distribution of tasks, risk analysis.
measures proposed;
. . (b) Content specification (b) Organisational capacity
(b) S"ateg"ige'ev?me in terms of relevance to the EU Health 8 Applicants must clearly describe the aims and objectives, target 6 Applicants must describe the management structure, competency of 5
Strategy™ and in terms of expected contributions to existing groups including relevant geographical factors, methods, staff, responsibilities, internal communication, decision making,
knowledge and implications for health; anticipated effects and outcomes; monitoring and supervision;
(c) Added value at European level in the field of public health: 8 (c) Innovative nature, technical complementarity and avoidance of 6 (c) Quality of partnership
— impact on target groups, long term effect and potential duplication of other existing actions at EU level 5
multiplier effects such as replicable, transferable and Applicants must clearly identify the progress the Joint Action Applicants must describe the partnerships®® envisaged in terms of
sustainable activities; intends to accomplish within the field in relation with the state of extensiveness, roles and responsibilities, relationships among the
— contribution to, complementarity, synergy and the art and ensure that there will be neither inappropriate different partners, synergy and complementarity of the various joint
compatibility with EU relevant policies and other duplication nor overlap, whether partial or total, between Joint action partners and network structure
programmes; Action, projects and activities already carried out at European and
international level.
(d) Pertinence of the geographical coverage 8 (d) Evaluation strategy 6 (d) Communication strategy 5
Applicants must ensure that the geographical coverage of the action
is appropriate with regard to its objectives, explaining the role of the Applicants must clearly explain the kind and adequacy of Applicants must describe the communication strategy in terms of
eligible countries as partners and the relevance of the Joint Action methods proposed and indicators chosen. planning, target groups, adequacy of channels used and visibility of
resources or target population they represent. EU co-funding.
Proposals of a national or sub-national dimension (i.e. which involve
only one eligible country or a region of a country) will be rejected.
(e) Adequacy of the Joint Action with social, cultural and policy 8 (e) Dissemination strategy 6 (e) Overall and detailed budget including financial management 10
context . . . (threshold:
Applicants must clearly illustrate the adequacy of envisaged Applicants must ensure that the budget is relevant, appropriate, 5)

Applicants must relate the action to the situation of the countries or
specific areas involved, ensuring the compatibility of envisaged
activities with the culture and views of the target groups.

@ COM(2007) 630 final;
http://ec.europa.eu/health/ph_overview/strategy/health_strategy_en.h
tm

strategy and methodology proposed to ensure transferability of
results and sustainability of the dissemination.

balanced and consistent in itself, between partners and with the
specific objectives of the joint action. Budget should be distributed
within partners at a minimum reasonable level, avoiding excessive
fragmentation.

Applicants must describe financial circuits, responsibilities, reporting
procedures and controls.

@ These may include private sector partners
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V. FINANCIAL PROVISIONS

The Financial Regulation? lays down the rules to be applied with a view to ensuring that
the procedures for protecting Union funds are complied with. This regulation and the
associated implementing rules® constitute the reference documents for all the financial
measures needed to implement the second Health Programme.

Following the evaluation, proposals recommended for funding are drawn up in a list,
ranked according to the total marks awarded.

For joint actions selected for funding, the Awarding authority will determine the amount
of financial assistance to be granted and the percentage of co-financing on the basis of
budget availability.

Joint Actions are financed under the shared cost principle. If the amount granted by the
Awarding authority is lower than the funding sought by the applicant, it is up to the latter
to find supplementary financing or to cut down on the total cost of the Joint Action
without diluting either the objectives or the content.

The Awarding authority will determine in each individual case the maximum percentage
to be awarded.

The duration of Joint Actions to be co-funded should normally not exceed three
years.

The programme budget for the period 2008-2013 is € 321 500 000. For the work
programme 2011, the indicative amount of the operating budget is € 48.313.028. Of this
amount, € 17.040.000 are reserved for the call for proposals for Joint Actions.

V1. PROCEDURES

In submitting a proposal, applicants accept the procedures and conditions as
described in this call and in the documents to which it refers. Applications that do
not comply with the requirements set out will be excluded from the selection
procedure.

V1.1 Application package

2 Council Regulation (EC, Euratom) No 1605/2002 of 25 June 2002 on the Financial Regulation
applicable to the general budget of the European Communities (OJ L 248, 16. 9.2002), amended by
Council Regulation (EC, Euratom) No 1995/2006 of 13 December 2006 (OJ L 390, 30.12.2006) and
Council Regulation (EC, Euratom) No 1525/2007 of 17 December 2007 (OJ L 343, 27.12.2007, p. 9).

®  COMMISSION REGULATION (EC, EURATOM) No 2342/2002 of 23 December 2002 laying down
detailed rules for the implementation of Council Regulation (EC, Euratom) No 1605/2002 on the
Financial Regulation applicable to the general budget of the European Communities (OJ L 357,
31.12.2002) and amended by Commission Regulation (EC, Euratom) No 1261/2005 of 20 July 2005,
(OJ L 201 2.8.2005) and Commission Regulation (EC, Euratom) No 1248/2006 of 7 August 2006 (OJ
L 227 19.8.2006) and Commission Regulation (EC, Euratom) No 478/2007 of 23 April 2007 (OJ L
111 28.4.2007)

-6-
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A proposal is made up of a standard application form and supporting documents, as
mentioned in the table below. To be considered complete, the application must comply
with these formal requirements.

Please bind the original (together with the supporting documents) and each of the four

copies separately.

Documents

Comments

Formal
requirements

PROPOSAL

joint actions

Application form for

The application form, to be downloaded
from the website: http://ec.europa.eu/eahc
provides information on administrative
aspects of the main and associated partners
as well as the technical and financial
information of the joint action

1 original + 4
photocopies + an
electronic version
saved on CD-ROM

Declaration of
honour

Declaration of honour stating that the
applicant (main partner and associated
partners) is not in any of the situations
listed in articles 93 and 94 of the Financial
regulation. This declaration of honour (for
the main partner and each of the associated
partners of the joint action) will be
automatically created by the form based on
the entered data. These need to be printed
and signed by all partners.

Signing the application form occurs
through signing the Declarations of
Honour by the main and associated
partners.

Signed original or
copy (fax, scan)
from the main and
all associated
partners, to be
included with the
application
package. In case of
copies, the original
shall be requested
if the proposal is
selected for
funding.

PARTNER

SUPPORTING DOCUMENTS TO BE SUBMITTED ONLY BY THE MAIN

The organisation's
status/articles of
association

The official

of the association

registration certificate

Profit and loss

years for which the
accounts are closed

accounts for the last 2

Supporting documents are not
required from public bodies

1 copy, signed by
the legal
representative of
the organization

1 copy, signed by
the legal
representative of
the organization

1 copy, signed by
the legal
representative of
the organization

‘ SUPPORTING DOCUMENTS TO BE SUBMITTED BY

-7-
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d) if a beneficiary is declared bankrupt, is being wound up or is the subject of
any other similar proceedings;

e) if a beneficiary is found guilty of an offence involving his professional
conduct by a judgment having the force of res judicata or if he is guilty of
grave professional misconduct proven by any justified means;

f) if a beneficiary is guilty of misrepresentation or submits information or
reports inconsistent with reality to obtain the grant provided for in the
agreement;

g) if a beneficiary has intentionally or by negligence committed a substantial
irregularity in performing the agreement or in the event of fraud, corruption
or any other illegal activity on the part of a beneficiary to the detriment of the
European Union’s financial interests. A substantial irregularity consists of
any infringement of a provision of an agreement or regulation resulting from
an act or an omission on the part of a beneficiary which causes or might
cause a loss to the Union budget.

11.11.4 Termination procedure

The procedure is initiated by registered letter, with advice of delivery or equivalent. The
co-ordinator shall ensure that all beneficiaries are duly informed.

In the cases referred to in points (a), (b) and (d) of paragraph 3, the co-ordinator, in
consultation with the co-beneficiaries, shall have 30 days to submit observations and take
any measures necessary to ensure continued fulfilment of the beneficiaries’ obligations
under the agreement. If the Executive Agency fails to confirm acceptance of these
observations by giving written approval within 30 days of receiving them, the procedure
shall continue to run.

Where notice is given, termination shall take effect at the end of the period of notice,
which shall start to run from the date when notification of the Executive Agency’s
decision to terminate the agreement or the participation of a beneficiary is received.

Where notice is not given in the cases referred to in points (c), (e), (f) and (g) of
paragraph 3, termination shall take effect from the day following the date on which
notification of the Executive Agency’s decision to terminate the agreement or the
participation of a beneficiary is received.

11.11.5 Effects of termination

In the event of termination of the agreement, payments by the Executive Agency shall be
limited to the eligible costs actually incurred by the beneficiaries up to the date when
termination takes effect, in accordance with Article I1.17. Costs relating to current
commitments that are not due to be executed until after termination shall not be taken
into account.

The co-ordinator shall have 60 days from the date when termination of the agreement
takes effect, as notified by the Executive Agency, to produce a request for final payment
in accordance with Article 11.15.4. If no request for final payment is received within this
time limit, the Executive Agency shall not reimburse the expenditure incurred by the
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beneficiaries up to the date of termination and it shall recover any amount if its use is not
substantiated by the technical implementation reports and financial statements approved
by the Executive Agency.

Where termination affects the participation of a beneficiary, only those eligible costs
actually incurred by the beneficiary concerned up to the date when termination of his
participation takes effect, in accordance with Article 11.17 shall be considered eligible.
Costs relating to current commitments that were not due to be executed until after
termination shall not be taken into account. The request for payment of the eligible costs
incurred up to the date when the termination of the participation of the beneficiary
concerned takes effect shall be included in the following payment request due according
to the schedule laid down in Article 1.6.

By way of exception, at the end of the period of notice referred to in paragraph 4, where
the Executive Agency is terminating the agreement on the grounds that the co-ordinator
has failed to produce the final technical implementation report and financial statement
within the deadline stipulated in Article 1.5 and the co-ordinator has still not complied
with this obligation within two months following the written reminder sent by the
Executive Agency by registered letter with advice of delivery or equivalent, the
Executive Agency shall not reimburse the expenditure incurred by the beneficiaries up to
the date on which the action ended and it shall recover any amount if its use is not
substantiated by the technical implementation reports and financial statements approved
by the Executive Agency.

By way of exception, in the event of improper termination of the agreement by the co-
ordinator, or a beneficiary’s participation in the action, or termination by the Executive
Agency on the grounds set out in points (e), (f) or (g) of paragraph 3, the Executive
Agency may require the partial or total repayment of sums already paid under the
agreement on the basis of technical implementation reports and financial statements
approved by the Executive Agency, in proportion to the gravity of the failings in question
and after allowing the co-ordinator, and where relevant co-beneficiaries concerned, to
submit their observations.

ARTICLE 11.12 - FINANCIAL PENALTIES

By virtue of the Financial Regulation applicable to the general budget of the European
Union, any one or several of the beneficiaries declared to be in grave breach of their
obligations under the agreement shall be liable to financial penalties of between 2 % and
10 % of the value of their share of the grant in question, with due regard for the principle
of proportionality.

This rate may be increased to between 4 % and 20 % in the event of a repeated breach in
the five years following the first. The beneficiary concerned shall be notified in writing
of any decision by the Executive Agency to apply such financial penalties.

ARTICLE 11.13-SUPPLEMENTARY AGREEMENTS

11.13.1 Any amendment to the grant conditions must be the subject of a written
supplementary agreement. No oral agreement may bind the parties to this effect.
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11.13.2 The supplementary agreement may not have the purpose or the effect of making
changes to the agreement which might call into question the decision awarding
the grant or result in unequal treatment of applicants.

11.13.3 Where the request for amendment is made by the co-ordinator, in agreement
with the co-beneficiaries, he must send the request to the Executive Agency in
good time before it is due to take effect and at all events one month before the
closing date of the action, except in cases duly substantiated by the co-ordinator
and accepted by the Executive Agency.

20
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PART B - FINANCIAL PROVISIONS

ARTICLE I11.14-ELIGIBLE COSTS

11.14.1 To be considered as eligible costs of the action, costs must satisfy the following
general criteria:

e they are incurred during the duration of the action as specified in Article 1.2.2
of the agreement, with the exception of costs relating to final reports and
certificates on the action's financial statements and underlying accounts;

e they are connected with the subject of the agreement and they must be
indicated in the estimated budget annexed to it;

e they are necessary for the implementation of the action which is the subject
of the grant;

o they are identifiable and verifiable, in particular being recorded in the
accounting records of a beneficiary and determined according to the
applicable accounting standards of the country where the beneficiary is
established and according to the usual cost-accounting practices of the
beneficiary;

e they comply with the requirements of applicable tax and social legislation;

e they are reasonable, justified, and comply with the requirements of sound
financial management, in particular regarding economy and efficiency.

The beneficiaries’ internal accounting and auditing procedures must permit
direct reconciliation of the costs and revenue declared in respect of the action
with the corresponding accounting statements and supporting documents.

11.14.2 The eligible direct costs for the action are those costs which, with due regard for
the conditions of eligibility set out in Article 11.14.1, are identifiable as specific
costs directly linked to performance of the action and which can therefore be
booked to it direct. In particular, the following direct costs are eligible provided
that they satisfy the criteria set out in the previous paragraph:

e the cost of staff assigned to the action, comprising actual salaries plus social
security charges and other statutory costs included in the remuneration,
provided that this does not exceed the average rates corresponding to the
beneficiary’s usual policy on remuneration;

The corresponding salary costs of personnel of national administrations are
eligible to the extent that they relate to the cost of activities which the
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relevant public authority would not carry out if the project concerned were
not undertaken;

e travel and subsistence allowances for staff taking part in the action, provided
that they are in line with the beneficiary’s usual practices on travel costs or
do not exceed the scales approved annually by the Commission;

e the purchase cost of equipment (new or second-hand), provided that it is
written off in accordance with the tax and accounting rules applicable to the
beneficiary and generally accepted for items of the same kind. Only the
portion of the equipment’s depreciation corresponding to the duration of the
action and the rate of actual use for the purposes of the action may be taken
into account by the Executive Agency, except where the nature and/or the
context of its use justifies different treatment by the Executive Agency;

e costs of consumables and supplies, provided that they are identifiable and
assigned to the action;

e costs entailed by other contracts awarded by a beneficiary for the purposes of
carrying out the action, provided that the conditions laid down in Article 11.9
are met;

e costs arising directly from requirements imposed by the agreement
(dissemination of information, specific evaluation of the action, audits,
translations, reproduction, etc.), including the costs of any financial services
(especially the cost of financial guarantees). Such costs may also include
specific costs incurred by the co-ordinator for fulfilling his responsibilities in
his capability of the body responsible for the overall management of the
action and the co-ordination of the beneficiaries.

11.14.3 The eligible indirect costs for the action are those costs which, with due regard
for the conditions of eligibility described in Article 11.14.1, are not identifiable
as specific costs directly linked to performance of the action which can be
booked to it direct, but which can be identified and justified by the co-ordinator
or a co-beneficiary using their accounting system as having been incurred in
connection with the eligible direct costs for the action. They may not include
any eligible direct costs.

By way of derogation from Acrticle 11.14.1, the indirect costs incurred in carrying
out the action may be eligible for flat-rate funding fixed at not more than 7 % of
the total eligible direct costs. If provision is made in Article 1.4.2 for flat-rate
funding in respect of indirect costs, they need not be supported by accounting
documents.

11.14.4 The following costs shall not be considered eligible:
e return on capital;
e debt and debt service charges;
e provisions for losses or potential future liabilities;
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e interest owed,
e doubtful debts;
e exchange losses;

e VAT, unless the beneficiary can show that he is unable to recover it
according to the applicable national legislation. VAT paid by public bodies is
not an eligible cost;

e costs declared by a beneficiary and covered by another action or work
programme receiving a Union grant;

e excessive or reckless expenditure;
e contributions in kind.
11.14.5 Not applicable.

11.14.6 By way of derogation from paragraph 3, indirect costs shall not be eligible under
a grant for an action awarded to a beneficiary who already receives an operating
grant from the Union budget during the period in question.

ARTICLE 11.15 - REQUESTS FOR PAYMENT

Payments shall be made in accordance with Article 1.5 of the Special Conditions.

11.15.1 — PRE-FINANCING
Pre-financing is intended to provide the beneficiaries with a float.

Where required by the provisions of Article 1.5 on pre-financing, the co-ordinator shall
furnish a financial guarantee from a bank or an approved financial institution established
in one of the Member States of the European Union®.

The guarantor shall stand as first demand guarantor and shall not require the Executive
Agency to have recourse against the principal debtor (the concerned beneficiary).

The financial guarantee shall provide that it remains in force until the pre-financing is
cleared against interim payment(s) or payment of the balance by the Executive Agency to
the beneficiaries or, in the absence of such clearing, three months after a recovery is
notified to a beneficiary by which the Executive Agency asks him to repay the pre-
financing. The Executive Agency undertakes to release the guarantee within the
following month.

When the beneficiary is established in a third country, the authorising officer responsible may agree
that a bank or a financial institution established in that third country may provide the guarantee if he
considers that the bank or financial institution offers equivalent security and characteristics as those
offered by a bank or a financial institution established in a Member State.
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11.15.2 - FURTHER PRE-FINANCING PAYMENTS

Where pre-financing is divided into several instalments, the co-ordinator may request a
further pre-financing payment once the percentage of the previous payment specified in
the provisions of Article 1.5 on further pre-financing has been used up. The request shall
be accompanied by the following documents:

e a progress report on the technical implementation of the action;

¢ adetailed financial statement of the eligible costs actually incurred, including
a consolidated statement and a breakdown between each beneficiary;

e where required by the above-mentioned provisions of Article 1.5, a financial
guarantee in accordance with paragraph 1;

e any other documents in support of his request for further pre-financing.
The documents accompanying the request for payment shall be drawn up in accordance
with the relevant provisions in Article 1.6 and the annexes.

11.15.3—-NOT APPLICABLE

11.15.4 - PAYMENT OF THE BALANCE

Payment of the balance, which may not be repeated, is made after the end of the action
on the basis of the costs actually incurred by the beneficiaries in carrying out the action.
It may take the form of a recovery order where the total amount of earlier payments is
greater than the amount of the final grant determined in accordance with Article 11.17.

By the appropriate deadline indicated in Article 1.6, the co-ordinator shall submit a
request for payment of the balance accompanied by the following documents:

¢ afinal report on the technical implementation of the action;

e a final detailed financial statement of the eligible costs actually incurred,
following the structure of the estimated budget, including a consolidated
statement and a breakdown between each beneficiary;

e a full summary statement of the receipts and expenditure of the action
including a consolidated statement and a breakdown between each
beneficiary;

e any other documents in support of his request for payment of the balance.

The documents accompanying the request for payment shall be drawn up in accordance
with the provisions of Article 1.6 and the annexes.

If an external audit of the action's accounts is not required, the co-ordinator and the co-
beneficiaries themselves shall certify that the information provided in their request for
payment to the Executive Agency is full, reliable and true. They shall also certify that the
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costs incurred can be considered eligible in accordance with the agreement, that all
receipts have been declared, and that the request for payment is substantiated by
adequate supporting documents that can be checked.

On receipt of these documents, the Executive Agency shall have the period specified in
Article 1.5 in order to:

e approve the final report on the technical implementation of the action and the
detailed financial statement;

e ask the co-ordinator for supporting documents or any additional information
it deems necessary to allow the approval of the technical implementation
report and the financial statement;

e reject the documents referred to in Article 1.5.3. and ask for the submission of
additional information or a new report.

Failing a written reply from the Executive Agency within the time limit for scrutiny
indicated above, the report shall be deemed to have been approved. Approval of the
report accompanying the request for payment shall not imply recognition of their
regularity or of the authenticity, completeness and correctness of the declarations and
information they contain.

If additional information or a new report is requested, the time limit for scrutiny shall be
extended by the time it takes to obtain this information. The co-ordinator shall be
informed of that request and the extension of the delay for scrutiny by means of a formal
document. The co-ordinator shall have the period laid down in Article 1.5 to submit the
information or new documents requested.

Extension of the delay for approval of the report may delay the payment by the
equivalent time.

Where a report is rejected and a new report requested, the approval procedure described
in this Article shall apply.

In the event of renewed rejection, the Executive Agency reserves the right to terminate
the agreement by invoking Article 11.11.3(b).

11.15.5 — COSTS OF TRANSFERS

Costs of the transfers are borne in the following way:

— costs of dispatch charged by the bank of the Commission shall be borne by the
Executive Agency;

— costs of receipt charged by the bank of a beneficiary shall be borne by the beneficiary;

— all costs of repeated transfers caused by one of the parties shall be borne by the party
who caused repetition of the transfer.
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ARTICLE 11.16 - GENERAL PROVISIONS ON PAYMENTS

11.16.1 Payments shall be made by the Executive Agency in euros. Any conversion of
actual costs into euros shall be made at the monthly accounting rate established
by the Commission and published on its website for the first day of the month
following the end of the reporting period®, unless the Special Conditions of the
agreement lay down specific provisions.

Payments by the Executive Agency shall be deemed to be effected on the date
when they are debited to the Executive Agency’s account.

11.16.2 The Executive Agency may suspend the period for payment laid down in Article
1.5 at any time by notifying the co-ordinator that his request for payment cannot
be met, either because it does not comply with the provisions of the agreement,
or because the appropriate supporting documents have not been produced or
because there is a suspicion that some of the expenses in the financial statement
are not eligible and additional checks are being conducted.

The Executive Agency may also suspend its payments at any time if a
beneficiary is found or presumed to have infringed the provisions of the
agreement, in particular in the wake of the audits and checks provided for in
Article 11.20.

The Executive Agency shall inform the co-ordinator as soon as possible of any
such suspension by registered letter with advice of delivery or equivalent,
setting out the reasons for suspension.

Suspension shall take effect on the date when notice is sent by the Executive
Agency. The remaining payment period shall start to run again from the date
when a properly constituted request for payment is registered, when the
supporting documents requested are received, or at the end of the suspension
period as notified by the Executive Agency.

11.16.3 On expiry of the period for payment specified in Article 1.5, and without
prejudice to paragraph 2 of this Article, the beneficiaries are entitled to interest
on the late payment at the rate applied by the European Central Bank for its
main refinancing operations in euros, plus three and a half points; the reference
rate to which the increase applies shall be the rate in force on the first day of the
month of the final date for payment, as published in the C series of the Official
Journal of the European Union. This provision shall not apply to recipients of a
grant which are public authorities of the Member States of the European Union.

Interest on late payment shall cover the period from the final date for payment,
exclusive, up to the date of payment as defined in paragraph 1, inclusive. The
interest shall not be treated as a receipt for the action for the purposes of
determining the final grant within the meaning of Article 11.17.4. The
suspension of payment by the Executive Agency may not be considered as late
payment.

1 nhttp://ec.europa.eu/budget/inforeuro/index.cfm?fuseaction=home&Language=en
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By way of exception, when the interest calculated in accordance with the
provisions of the first and second subparagraphs is lower than or equal to EUR
200, it shall be paid to the co-ordinator only upon demand submitted within two
months of receiving late payment.

11.16.4 The Executive Agency shall deduct the interest yielded by pre-financing which
exceeds EUR 50 000 as provided for in Article 1.5 from the payment of the
balance of the amount due to the beneficiaries. The interest shall not be treated
as a receipt for the action within the meaning of Article 11.17.4.

Where the pre-financing payments exceed EUR 750 000 per agreement at the
end of each financial year, the interest shall be recovered for each reporting
period. Taking account of the risks associated with the management
environment and the nature of actions financed, the Executive Agency may
recover the interest generated by pre-financing lower than EUR 750 000 at least
once a year.

Where the interest yielded exceeds the balance of the amount due to the
beneficiaries as indicated in Article 11.15.4, or is generated by pre-financing
referred to in the previous subparagraph, the Executive Agency shall recover it
in accordance with Article 11.19.

Interest yielded by pre-financing paid to Member States is not due to the
Executive Agency.

11.16.5 The co-ordinator shall have two months from the date of notification by the
Executive Agency of the final amount of the grant determining the amount of
the payment of the balance or the recovery order pursuant to Article 11.17, or
failing that of the date on which the payment of the balance was received, to
request information in writing on the determination of the final grant, giving
reasons for any disagreement. After this time such requests will no longer be
considered. The Executive Agency undertakes to reply in writing within two
months following the date on which the request for information is received,
giving reasons for its reply. This procedure is without prejudice to the
beneficiaries’ right to appeal against the Executive Agency’s decision pursuant
to Article 1.9. Under the terms of Union law in this matter, such appeals must be
lodged within two months following the notification of the decision to the
applicant or, failing that, following the date on which the applicant learned of
the decision.

ARTICLE 11.17-DETERMINING THE FINAL GRANT

11.17.1 Without prejudice to information obtained subsequently pursuant to
Article 11.20, the Executive Agency shall adopt the amount of the final payment
to be granted to the beneficiaries on the basis of the documents referred to in
Article 11.15.4 which it has approved.

11.17.2 The total amount paid by the Executive Agency may not in any circumstances
exceed the maximum amount of the grant laid down in Article 1.4.3, even if the
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total actual costs eligible exceed the estimated total eligible costs specified in
Article 1.4.2.

11.17.3 If the actual eligible costs when the action ends are lower than the estimated
eligible costs, the Executive Agency’s contribution shall be limited to the
amount obtained by applying the grant percentage of Union co-funding per
beneficiary - specified in the table ‘Budget by beneficiary’ of Annex IlI,
‘Estimated budget of the action’ -, to the respective actual eligible costs
approved by the Executive Agency per beneficiary.

11.17.4 The beneficiaries hereby agree that the grant shall be limited to the amount
necessary to balance the action’s receipts and expenditure and that it may not in
any circumstances produce a profit for them.

Profit shall mean any surplus of total actual receipts attributable to the action
over the total actual costs of the action. The actual receipts to be taken into
account shall be those which have been established, generated or confirmed on
the date on which the request for payment of the balance is drawn up by the co-
ordinator for financing other than the Union grant, to which shall be added the
amount of the grant determined by applying the principles laid down in
paragraphs 2 and 3 of this article. For the purposes of this article, only actual
costs falling within the categories set out in the estimated budget referred to in
Article 1.4.1 and contained in Annex Il shall be taken into account; non-eligible
costs shall always be covered by non-Union resources.

Any surplus determined in this way shall result in a corresponding reduction in
the amount of the grant.

11.17.5 Without prejudice to the right to terminate the agreement under Article 11.11,
and without prejudice to the right of the Executive Agency to apply the penalties
referred to in Article 11.12, if the action is not implemented or is implemented
poorly, partially or late, the Executive Agency may reduce the grant initially
provided for in line with the actual implementation of the action on the terms
laid down in the agreement.

11.17.6 On the basis of the amount of the final payment determined in this way and of
the aggregate amount of the payments already made under the terms of the
agreement, the Executive Agency shall set the amount of the payment of the
balance as being the amount still owing to the beneficiaries. Where the
aggregate amount of the payments already made exceeds the amount of the final
grant, the Executive Agency shall issue a recovery order for the surplus.

ARTICLE 11.18 - FINANCIAL JOINT RESPONSIBILITY

The beneficiaries agree to be irrevocably and unconditionally, jointly and severally
responsible for any amount due to the Executive Agency by one of them which could not
be honoured by the latter. The amount due to the Executive Agency will not exceed the
maximum value of the contribution that could be granted to the beneficiaries in
accordance with Article 1.4.3, increased where applicable by interest on late payment.
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The beneficiaries are not jointly responsible for financial penalties which could be
imposed on any defaulting beneficiary in accordance with Article 11.12.

ARTICLE I11.19 - RECOVERY

11.19.1 Where an amount, paid by the Executive Agency to the co-ordinator in his
capacity of recipient of all payments, is to be recovered under the terms of the
agreement, the co-ordinator undertakes to repay the Executive Agency the sum
in guestion, on whatever terms and by whatever date it may specify, even if he
has not been the final recipient of the amount due. In the latter case, if payment
has not been made by the due date, the Executive Agency reserves the right to
recover directly the amount due from the final recipient.

Where such an amount to be recovered under the terms of the agreement was
directly paid by the Executive Agency to a beneficiary, or if recovery is justified
under Article 11.12 of the agreement, the beneficiary concerned undertakes to
pay the Executive Agency the sum in question, on whatever terms and by
whatever date it may specify.

11.19.2 If the obligation to pay the amount due is not honoured by the date set by the
Executive Agency, the amount due shall bear interest at the rate indicated in
Article 11.16.3. Interest on late payment shall cover the period between the date
set for payment, exclusive, and the date when the Executive Agency receives
full payment of the amount owed, inclusive.

Any partial payment shall first be entered against charges and interest on late
payment and then against the principal.

11.19.3 If payment has not been made by the due date, sums owed to the Executive
Agency may be recovered by offsetting them against any sums owed to the
concerned beneficiary, in cases where the beneficiary also has a claim on the
Union or the European Atomic Energy Community, after informing him
accordingly by registered letter with acknowledgment of receipt or equivalent,
or, depending on the terms of the Special Conditions, by calling in the financial
guarantee provided in accordance with Article [11.15.1. In exceptional
circumstances, justified by the necessity to safeguard the financial interests of
the Union, the Executive Agency and/or the Commission may recover by
offsetting before the due date of the payment. The beneficiary’s prior consent
shall not be required. If the recovery remains unsuccessful under the provisions
above, the Executive Agency shall hold all the beneficiaries collectively jointly
responsible for the amount due in accordance with Article 11.18.

11.19.4 Bank charges occasioned by the recovery of the sums owed to the Executive
Agency shall be borne by the concerned beneficiary.

11.19.5 The beneficiaries understand that under Article 299 of the Treaty on the
functioning of the European Union, the Commission may adopt an enforceable
decision formally establishing an amount as receivable from persons other than
States. An action may be brought against such decision before the General Court
of the European Union.
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ARTICLE 11.20-CHECKS AND AUDITS

11.20.1 The co-ordinator undertakes to provide any detailed information requested by
the Executive Agency and/or the Commission or by any other outside body
authorised by the Executive Agency and/or the Commission to check that the
action and the provisions of the agreement are being properly implemented.
Where the Executive Agency and/or the Commission so wishes, it may request
such information to be provided directly by a co-beneficiary.

11.20.2 The beneficiaries shall keep at the Executive Agency's disposal all original
documents, especially accounting and tax records, or, in exceptional and duly
justified cases, certified copies of original documents relating to the agreement,
stored on any appropriate medium that ensures their integrity in accordance with
the applicable national legislation, for a period of five years from the date of
payment of the balance specified in Article 1.5.

11.20.3 The beneficiaries agree that the Executive Agency may have an audit of the use
made of the grant carried out either directly by its own staff or by any other
outside body authorised to do so on its behalf. Such audits may be carried out
throughout the period of implementation of the agreement until the balance is
paid and for a period of five years from the date of payment of the balance.
Where appropriate, the audit findings may lead to recovery decisions by the
Executive Agency and/or the Commission.

11.20.4 The beneficiaries undertake to allow Executive Agency staff and outside
personnel authorised by the Executive Agency and/or the Commission the
appropriate right of access to sites and premises where the action is carried out
and to all the information, including information in electronic format, needed in
order to conduct such audits.

11.20.5 By virtue of Council Regulation (Euratom, EC) No 2185/96 and Regulation
(EC) No 1073/1999 of the European Parliament and the Council, the European
Anti-Fraud Office (OLAF) may also carry out on-the-spot checks and
inspections in accordance with the procedures laid down by Union law for the
protection of the financial interests of the European Union against fraud and
other irregularities. Where appropriate, the inspection findings may lead to
recovery decisions by the Executive Agency and/or the Commission.

11.20.6 The Court of Auditors shall have the same rights as the Executive Agency and
the Commission, notably right of access, as regards checks and audits.
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SIGNATURES
For the beneficiaries For the Executive Agency
Ms./ Mr. First name NAME Mr. Luc BRIOL
Function Director
Done at [place], on Done at Luxembourg, on

In [duplicate or three copies or...] in English
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ANNEX |
DESCRIPTION OF THE ACTION
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ANNEX |1
ESTIMATED BUDGET OF THE ACTION
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ANNEX |1
REPORTING REQUIREMENTS

1. INTERIM IMPLEMENTATION REPORT(S)

The interim technical implementation report(s) will describe the work carried out and the
results obtained during the period indicated in Article 1.6 of this grant agreement and
state in particular:

e the results obtained to date and an indication of any deviation from the initial
work programme set out in Annex | to the grant agreement that has occurred
or is likely to occur;

e the work programme planned for the following period;

e copies of any publications, products or other relevant outputs or deliverables
of the project to date.

The interim financial implementation report(s) will compare the expenditure incurred
during the reporting period with the foreseen budget stated in Annex Il of this grant
agreement. The budget implemented in the interim financial report should follow the
same structure as the estimated budget in Annex II.

The interim implementation report(s) and any other documents referred to, must be sent
to the Executive Agency before the date indicated in Article 1.6.

2. FINAL IMPLEMENTATION REPORT

The final implementation report referred to in Article 1.6 should include in particular a
final technical implementation report and a final financial report:

2.1. Technical implementation report
2.1.1. Detailed description of all the activities conducted

The description should relate to the activities specifically foreseen in Annex I. This
section of the report should summarise the activities specifically foreseen and those
directly related to the objectives of the project and present and explain the activity
actually done, their correspondence to the foreseen programme and objectives, and show
how each activity has contributed to the stated objectives.

Copies of any publications, products or other relevant outputs or deliverables of the
project to date shall be annexed.

Any difference between the programme and objectives foreseen and those actually
conducted and achieved must be highlighted and explained.
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2.1.2.Manpower for the execution of the activities

This section of the report should present a complete list of all the persons who have
participated in the execution of the project and, for each of them, the man/days of work,
the professional level or category and the corresponding unit and total cost. In order to
conciliate the man/days of work with the expenditure, the portion of time of each
individual carrying out the action must be recorded.

In the case of partner organisations or external bodies, the organisation to which each
person belongs should be clearly identified. The activities conducted by each person
involved will be described and it will be explained how they relate to the various
activities and objectives of the project.

It must be shown how the data requested for Annex Il compares with the corresponding
information provided with the proposal. It should naturally also correspond to the details
provided in the financial report.

2.1.3.Partners involved

This section should present how the work has been distributed among the various
partners. It will explain which activities the various partners have conducted, how they
have been co-ordinated and how they have contributed to the set objectives.

2.1.4.Countries involved

This section should explain what activities have been conducted in each of the countries
involved and how the results have been made available in each country.

2.1.5. Achievement of the objectives

This section should explain how the objectives have been achieved. It should present an
evaluation of the results achieved and explain on what monitoring, assessment or
relevant evidence the conclusions presented on the results achieved are based. Any
problem in achieving the objectives must be highlighted and explained.

2.2. Financial report
The beneficiaries should respect the following rules®:

e Their final financial report must follow the same structure as the estimated
budget in Annex II.

e The financial report must be certified according to the provisions of Article
180, paragraph 1a of the Implementing Rules® and signed.

! Templates of the documents are available in the "Guidelines for the balance payment" published on
EAHC website.
The beneficiary shall certify on his honour that information contained in requests for payments is full,
reliable and true. He shall also certify that the costs incurred can be considered eligible in accordance

2
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e The payment request (dated and signed) must be jointed to this report.

The (co-)beneficiary who has the status of non-governmental body should submit
additionally:

e Copy of the balance sheet and a full summary statement of the receipts and
expenditure for the period of eligibility covered by the grant agreement (i.e.
up to 3 years);

e The final detailed financial statement must be accompanied by an external
audit report on the beneficiary's accounts for the duration of the action (one
copy) if the share in the grant for an action for the beneficiary is EUR 750
000! or more, when the cumulative amounts of requests for payment is at
least EUR 325 000. The thresholds shall apply to each beneficiary

e In line with Annex VI of the Commission Decision concerning the adoption
of the financing decision for 2011 in the framework of the second
programme of Community action in the field of health (2008-13) and on the
selection, award and other criteria for financial contributions to the actions
to this programme (Work Plan 2011), the (co-)beneficiary who has the
status of non-governmental body should submit additionally:

e The Financial independence form filled in according to the template
attached in Annex VII of the grant agreement and certified by an
independent auditor. Information provided in this form should cover
the period of the grant agreement.

At the time of the final report, the financial independence will be
assessed based on the financial information for the financial year for
which the grant was attributed. If the information provided shows that
during the financial years covered by the agreement, the (co-)
beneficiary received more than 20 % of its core funding from private
sector organisations representing a conflicting interest, or from other
sources representing a conflicting interest, the entire amount of the
grant shall be recovered.

Any beneficiary (public or non-governmental body), whose accountancy is established
in another currency than euros, shall convert actual costs as registered in his accounts
into euros at the monthly accounting rate established by the Commission, published on
its website? for the first day of the month the final report is to be submitted by the
beneficiary.

IMPORTANT: The absence of complete, clear and structured information and data
as described in this annex will be a reason for non acceptance of the activity report.

with the grant agreement and that requests for payment are substantiated by adequate supporting
documents that can be checked.

! The audit certificate shall certify that the costs declared by the beneficiary in the financial statements on
which the request for payment is based are real, accurately recorded and eligible in accordance with the
grant agreement)

2 http://ec.europa.eu/budget/inforeuro/index.cfm?fuseaction=home&Language=en
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ANNEX IV
LETTERS OF MANDATE"

[full official name] [ACRONYM]

[official legal form]?

[official registration No]®

[official address in full]

[VAT number],

(“the co-beneficiary”), represented for the purposes of signature of this mandate by
[name, forename and function]

of the one part,

and

[full official name] [ACRONYM]

[official legal form]

[official registration No]

[official address in full]

[VAT number],

(“the co-ordinator”), represented for the purposes of signature of this mandate by [name,
forename and function]

of the other part,

HAVE AGREED

For the purposes of the implementation of
the agreement [Title & No 2011...]
between the Executive Agency and the co-ordinator,

The following:

1.  The co-beneficiary grants power of attorney to the co-ordinator, to act in his name
and for his account in signing the above-mentioned agreement and its possible
subsequent riders with the Executive Agency. Accordingly, the co-beneficiary
hereby mandates the co-ordinator to take full legal responsibility for the
implementation of such an agreement.

Please use the headed paper on national language of the organisation who gives mandate.

Delete if the beneficiary is a natural person or a public-sector body.

Delete if the beneficiary is a public-sector body. (For natural persons, also indicate the number of their
identity card or, failing that, of their passport or equivalent.)
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2.  The co-beneficiary hereby confirms that he has taken careful note of and accepts
all the provisions of the above agreement with the Executive Agency, in particular
all provisions affecting the co-beneficiary and the co-ordinator. In particular, he
acknowledges that, by virtue of this mandate, the co-ordinator alone is entitled to
receive funds from the Executive Agency and distribute the amounts corresponding
to the co-beneficiary’s participation in the action.

3. The co-beneficiary hereby agrees to do everything in his power to help the co-
ordinator fulfil the co-ordinator’s obligations under the above agreement. In
particular, the co-beneficiary hereby agrees to provide to the co-ordinator whatever
documents or information may be required, as soon as possible after receiving the
request from the co-ordinator.

4.  The provisions of the above agreement, including this mandate, shall take
precedence over any other agreement between the co-beneficiary and the co-
ordinator which may have an effect on the implementation of the above agreement
between the co-ordinator and the Executive Agency.

5. A signed copy of this mandate shall be annexed to the above agreement and shall
form an integral part of it.

SIGNATURES

For the co-beneficiary For the co-ordinator
[name/forename/function] [name/forename/function]
[signature] [signature]

Done at [place], [date] Done at [place], [date]

In duplicate in English
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ANNEX V

INSTRUCTIONS
CONCERNING THE ELIGIBILITY OF TRAVEL AND SUBSISTENCE EXPENSES

(IF COMMISSION’S RULES APPLY)

1. FElat-rate subsistence allowances cover all subsistence expenses during
missions, including hotels, restaurants and local transport (taxis and/or public
transport). They apply in respect of each day of a mission at a minimum distance
of 100 km from the normal place of work. The subsistence allowance varies
depending on the country in which the mission is carried out. The daily rates will
correspond to the sum of the daily allowance and the maximum hotel price set out
in Article 13 of Annex VII of the Staff Regulations.*

Missions in countries other than EU 27, Acceding and Applicant countries and
EFTA-EEA countries shall be subject to the prior agreement of the Executive
Agency. This agreement shall be related to the objectives of the mission, its costs
and the reasons therefore. For these other countries not referred to above, the
daily rates will correspond to the sum of the daily allowance and the maximum
hotel price set out in Commission Decision C(2008) 6215.2

2. Travel expenses are eligible under the following conditions:

o travel by the most direct and most economic route;

o distance of at least 100 km between the place of the meeting and the normal
place of work;

o travel by rail: first class;

o travel by air: economy class, unless a cheaper fare can be used (e.g. Apex);
air travel is allowed only for return journeys of more than 800 km;

o travel by car: reimbursed on the basis of the equivalent first class rail fare.

! Regulation 31/1962/EEC laying down the Staff Regulations of Officials and the Conditions of
Employment of Other Servants of the European Economic Community and the European Atomic
Energy Agency

2 Commission Decision C(2008)6215 of 18 November 2008: General implementing provisions adopting
the Guide to missions for officials and other servants of the European Commission
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ANNEX VI
UNILATERAL COMMITMENT

(ONLY FOR CO-BENEFICIARIES WITH THE STATUS OF NON-GOVERNMENTAL BODIES
- IF APPLICABLE)
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ANNEX VII
FINANCIAL INDEPENDENCE FORM

(ONLY FOR CO-BENEFICIARIES WITH THE STATUS OF NON-GOVERNMENTAL BODIES
- IF APPLICABLE)

(THE INSTRUCTIONS DESCRIBED IN ANNEX |11 APPLY)
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ANNEX VIII
AUDIT CERTIFICATE TEMPLATE

(ONLY FOR BENEFICIARIES WITH THE STATUS OF NON-GOVERNMENTAL BODIES
- IF APPLICABLE)

Addressed to
[full name and the address of the Beneficiary concerned]

We [legal name of the audit firm], established in [full address / city / state / province /
country] represented for signature of this audit certificate by [[name and function of an
authorised representative], hereby certify that:

e we have conducted an audit relating to the cost declared in the Financial Statement(s)
per Activity of [name of Beneficiary] hereinafter referred to as Beneficiary, and the
documents provided in support of the Financial statement ( i.e. cost claim, request for
payment, Financial independence form) to which this audit certificate is attached, and
which is to be presented to the EAHC under agreement [EAHC grant agreement
reference: title, acronym, number] for the following period(s) covered by the EAHC
agreement [insert period(s) covered by the Financial Statement(s) per Activity].

e We confirm that our audit was carried out in accordance with generally accepted
auditing standards respecting ethical rules and on the basis of the relevant provisions
of the agreement [EAHC grant agreement reference: title, acronym, number] and its
annexes.

The above mentioned Financial Statement(s) per Activity and the Financial
independence form were examined and all tests of the supporting documentation and
accounting records deemed necessary were carried out in order to obtain reasonable
assurance? that, in our opinion, based on our audit:
= the amount of the total eligible costs ([insert amount in number] ([insert amount
in words®])) declared in the attached Financial Statement(s) per Activity is
complying with the following cumulative conditions®:
v'they are actual and reflect the beneficiary’s economic environment;
vthey are determined in accordance with the beneficiary’s accounting principles;
v'they have been incurred during the periods covered by the Financial
Statement(s) per Activity concerned by this audit certificate;
[they also include the eligible costs incurred in drawing up the final reports
referred to in Article 11.14.1 of this grant agreement, which may be incurred
up to two calendar months after the end of the project;]

! See preamble of the core-agreement (if the beneficiary is the coordinator).

2 Reasonable assurance is an accounting expression meaning a high degree of confidence that information
is valid and unaltered.

*InEUR.

* Article 11.14.1.Eligible costs are actual. They are not budgeted costs. Where actual costs are not available
at the time of establishment of the audit certificate, the closest possible estimate can be declared as actual
if this is in conformity with the accounting principles of the contractor. This must be mentioned in the
financial statement. Any necessary adjustments to these claims must be reported in the Financial
Statement for the subsequent reporting period. For the last reporting period, only actual costs can be
declared.
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v'they are recorded in the accounts of the beneficiary at the date of the
establishment of this audit certificate;

v'they are exclusive of any non-eligible costs identified below which are
established in the second paragraph of Article 11.14.4 of the above mentioned
grant agreement with the EAHC:

e return on capital;

e debt and debt service charges;

e provisions for losses or potential future liabilities;

e interest owed;

e doubtful debts;

e exchange losses;

e VAT, unless the beneficiary can show that he is unable to recover
it according to the applicable national legislation. VAT paid by
public bodies is not an eligible cost;

e costs declared by the beneficiary and covered by another action or
work programme receiving a Union grant;

e excessive or reckless expenditure;

e contributions in kind.

v [they are claimed according to the following basis for the conversion rate used
of EUR:
+ the rate applicable on the first day of the month following the end of
reporting period]*
= as declared in the attached Financial Statement(s) per Activity, the total amount
of receipts for the periods covered by this(those) Financial Statement(s) per
Activity is equal to ([insert amount in number] ([insert amount in words?]) ;

e as declared in the attached request for payment, the total amount of interest yielded
by the pre-financing received from the EAHC for the periods covered by this(those)
Financial Statement(s) per Activity is equal to ([insert amount in number] ([insert
amount in words®]);

e as declared in the Financial independence form attached, we confirm that the
beneficiary's organisation did not receive more than 20 % of their core funding from
private sector organisations® representing a conflicting interest, or from other sources
representing a conflicting interest during the financial year(s) covered by the grant
agreement;

e accounting procedures used in the recording of eligible costs and receipts respect the
accounting rules of the State in which the beneficiary is established and permit the
direct reconciliation between the costs and receipts incurred for the implementation

' Article 11.16.1.

%In EUR.

*In EUR.

* The term “private sector’ covers “for-profit’ companies/enterprises/corporations, business organisations
or other entities irrespective of their legal nature (registered/not registered), ownership (wholly or
partially privately owned/state owned) or size (large/small), if they are not controlled by the public.
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of the project covered by the EAHC grant agreement and the overall statement of
accounts relating to the beneficiary’s overall business activity®;

e based on our audit, we can conclude that the financial management of the project was
carried out in an acceptable manner and in compliance wit the requirements of
[EAHC grant agreement reference: title, acronym, number]

e our company [organisation — for competent public officers] is qualified to deliver this
audit certificate in full compliance with the Article 1.5.2 or 1.5.3 of the grant
agreement;

[Relevant information establishing this qualification is included with this audit
certificate;]?

e as declared in the attached Financial Statement(s) per Activity, the beneficiary paid
for this audit certificate a price equal to ([insert amount in number] ([insert amount
in words®] in which VAT is equal to ([insert amount in number] ([insert amount in
words*].

Date, signature and stamp of the audit firm

' Article 11.14.1.

2 If the auditor is not known internationally or for a competent public officer whose competence to provide
an audit certificate has not been attested to by its national authorities.

*In EUR.

*In EUR.
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