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EXPLANATORY MEMORANDUM 

1. CONTEXT OF THE PROPOSED ACT 

1.1. Reasons for and objectives of the proposal 

The aim of the proposed Decision is to stream line and strengthen European Union capacities 
and structures for effectively re sponding to serious cross-border health threats. These threats 
can be events caused by comm unicable diseases, biological agents responsible for non-
communicable diseases, and threats of ch emical, environmental, or unknown origin 1. Threats 
deriving from the effects of clim ate change (i. e. heat waves,  cold spells) are inc luded in the 
scope of this Decision and covered under the same heading as environmental threats. 

Health threats of radiological or nuclear orig in causing exposure to ionising radiation are not 
covered by this proposal because they are alr eady dealt with  by the prov isions of the Treaty  
establishing the Europ ean Atom ic Energy C ommunity (Artic les 2 (b) and 30-3 9), which 
constitutes the ‘lex specialis’ in relation to Article 168 of th e Treaty on the Functioning of the  
European Union. 

Based on lessons learn t from recent public health em ergencies and building on existing EU-
level instruments related to heal th threats, this proposal will set up a coherent fram ework for 
crisis response. 

Although the Member States have the responsibility to manage public health crises at national 
level, no country can tackle a cross border pub lic hea lth c risis on its o wn. In the curren t 
financial turmoil it is  more im portant than ever to f ocus on actions in a reas where the added 
value is evident, such as m inimising the negati ve effects of a potential public health cris is. 
Recent cross-border events such as the H1 N1 pandemic in 2009, the volcanic ash cloud and 
toxic red sludge in 2010, or the outbreak of E. coli STEC O104 in 2011, had significant 
effects on society and dem onstrated that none of the im pacts of these em ergencies can be  
confined to only one sector. Theref ore, through  i mproved multi-s ectoral cooperation at EU 
level other sectors need to be equally prepared to manage the impacts of a public health crisis. 

At EU level, the legal basis for addressing serious cross-border health threats has been 
reinforced with the L isbon Treaty. The EU can now take action in  this field, except for any 
harmonisation of the laws and regulations of th e Member States. Also, the Treaty s tipulates 
that the EU  m ust complem ent and support national policies and encourage cooperation 
between Member States, without superseding their competence in that field. 

So far, EU legislation in  this a rea only addresses threats related to communicable d iseases2. 
The EU network for surveillance and contro l of communicable dis eases has specific 
mechanisms for m onitoring comm unicable diseas es, giving alerts and coordinating the EU 
response. B ecause its scope is lim ited to com municable d iseases, ho wever, the network no 
longer meets the current standards or needs for an improved EU response to all serious cross-
border health threats and will therefore be rep laced by this Decision. T he Decision covers all 

                                                 
1 Including threats of malicious intentional origin 
2 Decision No 2119/98/EC of the European Parliament and of the Council of 24 September 1998 setting 

up a network for th e ep idemiological su rveillance and  con trol o f communicable d iseases in  th e 
Community (OJ L 268, 3.10.1998, p. 1) 
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serious cross-border thr eats to health excep t for those ca used by radiological or nuclear 
exposure. 

The objectives of the proposed Decision are as follows: 

Firstly, in the area of preparedness planning, the Decision provides for the coordination of the 
efforts of the Member States in terms of improved preparedness and capacity building. To this 
end, the Co mmission will ensure coordination between national p lanning and between key 
sectors suc h as tran sport, ene rgy an d civ il p rotection, and will supp ort Mem ber States  in  
setting up a joint procurement mechanism for medical countermeasures. 

Secondly, in order to provide th e relevant infor mation and da ta for risk assessm ent and 
monitoring of  em erging threa ts, an  ad hoc ne twork will b e set up in  situa tions where a  
Member State has raised an alert o n a serious  threat other than a communicable disease.  
Communicable diseases will continue to be monitored as they are today. 

Thirdly, the Decision expands th e use of the existing Early Wa rning and Response System to 
cover all serious threats to health, and not only communicable diseases as is the case today. 

Fourthly, the proposal introduces coordinated development of national or European public 
health risk assessm ents for threats of biologi cal, chemical, environmental or unknown origin 
in a crisis situation. 

Finally, the Decision sets up a coherent fram ework for the EU response to a public health 
crisis. In concrete terms, by formalising the existing Health Security Committee, th e EU will 
be in a better position to coordinate national crisis responses in a public health emergency. 

1.2. General context 

The proposal will help im plement the European Health Strategy 3 and also contribute to 
Europe 2020 4 by prom oting health as an  integ ral pa rt of  the sm art an d inclu sive growth 
objectives. The proposal will also contribute to implementing the Internal Security Strategy in 
its crises and disasters m anagement component5, notably the overall objective to establish a 
coherent risk m anagement policy linking threat  and risk assessm ent to decision m aking. The 
Health Se curity In itiative will app ropriately ta ke in to a ccount th e EU extern al coo peration 
activities for health crises prevention and responses with third countries and activities 
supported under the U nion's programmes for  re search, and explore synergies with the 
numerous bilateral EU assistance and coopera tion programmes with a significant health 
component. 

Many activities related to preparedness and response planning and risk assessm ent for 
communicable diseases but also for chem ical threats to health and events caused by  climate 
change have been supported by the previous and current health programme. It is planned tha t 

                                                 
3 White Paper of 23 October 2007 — Together for Health: A Strategic A pproach for the EU 2008-2013, 

COM(2007) 630 final 
4 Communication f rom t he C ommission o f 3 M arch 2010 — E urope 20 20: A strategy fo r sm art, 

sustainable and inclusive growth, COM(2010) 2020 final 
5 EU In ternal Secu rity Strategy in  Actio n: Fiv e step s toward s a m ore secu re Eu rope, 2 2.11.2010 -

COM(2010) 673 final – Objective 5: Increase Europe's resilience to crises and disasters – Action 2: an 
all-hazards approach to threat and risk assessment 
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for important elements of the initiative, specific actions will be supported by the future Health 
programme currently under development6. 

The EU already has policies, m echanisms a nd instrum ents in place for the prevention and 
control of serious cross-border threats and for the development of capacities to manage crises. 
A non-exhaustive list includes the EU Civ il Protection Mechanism , the Cohesion and 
Solidarity F unds, the EU action plan on chem ical, biological, radi ological and nuclear 
security7, and European alert networks such as ECURIE8. 

In addition, to support the EU security fram ework and to protect citizens against serious 
cross-border threats,  d ifferent alert, info rmation and m anagement system s, scientific 
committees and agencies are already operating to  ensure food and feed safety, anim al and 
plant health, m edical products safety, and cons umer protection. System s have been put in 
place to co ntrol chem ical acciden ts and rad iological events, for border secu rity and for  
protection against crime and terrorism. 

In order to avoid overlaps with these areas and duplicating existing disaster prevention and 
control structures, a gap analysis has been carried out to assess how far these existing systems 
cover the monitoring of threat s to health, their notification, risk assessm ent and crisis 
management capacities and stru ctures from the public health perspectiv e. This gap analysis 
revealed that the exis ting structures and m echanisms at EU level do no t address these threats 
sufficiently9 as far as public health is concerned. For example, there is a variety of monitoring 
and alert sy stems for different threats at EU le vel, but these are not system atically linked to  
EU public health institutions. In addition, the International Health Regulations (IHR) (2005)10 
— an inter national tr eaty f or the coordina tion of all health em ergencies — stip ulate that 
Member States must notify the World Health Organisation of any event that m ay constitute a 
public health em ergency of inte rnational concern, independently  of  its  or igin (including 
biological, chemical or environmental). But there are no similar notification obligations at EU 
level under any of the existing structures. 

As regards risk assessm ent, na tional public health ri sk assessm ents exist, but m ay not be 
comprehensive and consisten t when considered from  the EU perspective, and there is  
currently no mechanism for a coordinated approach at EU level. The lack of public health risk 
assessment at EU level leads to d iscrepancies in evaluating the danger of a given threat, 
duplication of assessm ents between  Mem ber States and inconsisten t measures  at E U level.  
Such a s ituation can als o lead  to  inefficient use of the lim ited resources currently availab le 
and m ay delay appropriate public health m easures, po tentially putting at risk the overall  
response at EU level. The absence of a com prehensive or proper evaluation of risks m ay lead 
to unclear comm unication and m ay underm ine pub lic confidence in m easures proposed or 
taken by public health authorities in Member States. 

                                                 
6 h ttp://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:301:0003:0013:EN:PDF; 

http://ec.europa.eu/health/programme/docs/prop_prog2014_en.pdf 
7 Communication from the Commission of 24 June 2009 to the European Parliament and the Council on 

Strengthening Chemical, Biological, Radiological and Nuclear Security in the European Union – an EU 
CBRN Action Plan COM(2009) 273 final  

8 European Community Urgent Radiological Information Exchange (ECURIE). 
9 Please refer to the impact assessment report for further details, in particular Appendix 2 ‘Structures for 

preparedness and response to cross-border health threats’. 
10 h ttp://www.who.int/ihr/en/ 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2007:301:0003:0013:EN:PDF
http://ec.europa.eu/health/programme/docs/prop_prog2014_en.pdf
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Apart from the instruments in the area of ra diological protection, existing mechanisms do not 
provide a com prehensive basis for decisions on public health m easures for the population 
where there is a severe health impact such as contamination or poisoning caused by chemical, 
biological or environm ental events. This has led to a situation where today there is no 
possibility for a coordinated EU response with public health m easures or agreem ents on 
prophylaxis and treatm ent. Thes e kinds of cr oss-border public health em ergencies are 
addressed case by case on an ad hoc basis. Ther efore, the proposal will build on the existing 
instruments, step up cooperation and strengthen c oordination in the area of notification and 
risk assessment. 

As regards preparedness planning, during th e H1N1 influenza pandem ic in 2009, Me mber 
States procuring pandemic influenza vaccin es i ndividually were com peting with each other 
for lim ited a mounts of available vaccine,  which weakened their purchasin g power. 
Contractual confidentiality claus es often prevented M ember States from  exchanging 
information, leading – as shown in an independ ent evaluation11 – to  considerable variations 
between Member States  as regards contractual conditions, particularly regarding liability for 
side effects being transferred from the m anufacturers to the Member States. In addition, the 
lack of flexibility in contracts to include conditions under which the reserved amount of doses 
could be changed or excess vaccines could be returned resulted in a huge waste of r esources. 
The Member States that could no t accept thos e unfavourable conditions  had no guarantee of  
being able to obtain pandemic influenza vaccines, thus weakening the preparedness across the 
EU for such a cross-border health threat. This could have had very serious health 
consequences if the pandemic had proved more virulent and deadly. 

Furthermore, in the afterm ath of the H1N1 pa ndemic in 2009, the European Parliament in its 
resolution of 8 March 2011 and the Council in its conclusions of 13 Septem ber 2010 12 
stressed the need to in troduce a co mmon pro cedure for th e join t p rocurement of m edical 
countermeasures, and in particu lar of pande mic vaccin es, to allow Mem ber St ates, on a 
voluntary basis, to benefit from such purchases. 

This proposal provides a lega l basis for an EU m echanism for the joint procurem ent of 
medical countermeasures in which contracting parties 13 could participate on a voluntary basis 
in order to purchase m edical countermeasures, such as pandemic influenza vaccines,  thereby 
improving preparedness for future pandemics. 

In relation to crisis m anagement, and in view of the lessons learn t from recen t emergencies, 
health m inisters have repeatedly called for a review of the health security fram ework, 
including options for a legal basis for the Health Security Committee, and stressed the need to 
review pandemic preparedness planning. 

The Health  Security C ommittee is  currently  an  inform al stru cture at EU level for the 
coordination of public health risk assessm ent and the m anagement of s erious cross-border 
threats to health. It was set up by the EU health ministers in the aftermath of the 11 September 
2001 terrorist attacks in the United States. At  the beginning, its m andate was lim ited t o 

                                                 
11 http://ec.europa.eu/healt h/communicable_diseases/docs/assessment_vaccine_en.pdf 
12 Council Conclusions of 13 September 2010 on lessons learned from the A/H1N1 pandemic — heal th 

security in the European Union (12665/10). 
13 Potential co ntracting parties: M ember St ates and t he E uropean C ommission (t he l atter pr ocuring 

medical countermeasures on behalf of all interested EU institutions for coverage of staff) 

http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf
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tackling bioterrorism 14, but it has subsequently been exte nded to cover all types of public 
health-related crisis 15. It is com posed of representatives o f the Member States’ health  
authorities and chaired by the Commission. 

Due to the infor mal nature of the Comm ittee, the involvement and comm itment of Mem ber 
States is voluntary and there is insufficient coordination of public health responses and no 
cross-sectoral in terlinking of  decision-m aking processes in  public health. The Commission 
can prepare and table recomm endations and a dvice. By f ormalising the Health  Security  
Committee, it can be expected  that public health prepar edness planning and crisis 
management can be taken forward in a m ore consistent and com prehensive m anner at EU  
level. In ad dition, Member States will benefit from pooling scarce res ources related to risk  
assessment or crisis management, for example. 

1.3. Existing European Union and international provisions in this area 

The Community ne twork for the  epidemiological surveillance and con trol of communicable 
diseases established under Decision No 2119/98/EC com prises the epidem iological 
surveillance of comm unicable diseases a nd the Early Warning and Response Syst em 
(EWRS). Regulation (EC) No 851/2004 of the Eur opean Parliament and of the Council of 21 
April 2004 establishing a European Cent re for Disease Prevention and Control 16 (ECDC) 
provides the ECDC with a m andate covering su rveillance and risk ass essment of  threats  to 
human health from  communicable d iseases and illnesses of unknown origin. In th is context, 
the ECDC has taken ove r the epidemiological surveillance of communicable diseases and the 
operation of the EWRS from  the Community ne twork. For this reason the proposed Decision 
repeals Decision No 2119/98/EC. 

The Treaty on the Functioning of the European Union (TFEU) covers several aspects of 
health secu rity, includ ing EU disas ter preven tion and con trol. Me chanisms related  to EU 
disaster prevention, response and control are dealt with under civil protection (Article 196 
TFEU), the solidarity clause (Article 222 TFEU),  EU fina ncial assistance to Mem ber States 
(Article 122 TFEU), and humanitarian aid to third countries (Article 214 TFEU). 

In addition, some health security aspects are already addressed within areas of common safety 
concern in public health matters (such as food safety, animal and plant health, the quality and 
safety of pharm aceuticals and m edical devices, or organs a nd substances of hum an origin,  
blood and blood derivatives), c onsumer protection, health and safety at work, the 
environment, transport safety and security, respectively covered by Articles 168(4), 169, 153-
156, 191-193, 141 and 91 of the TFEU. Furtherm ore, an infor mation system will be put in  
place by 1 June 2015 by the Direc tive 2010/65/EU. It will help Member States to improve the 
monitoring and early w arning of threats deriving from  sea vessels. Th e Direc tive include s 
provisions perm itting an electron ic exchange  of data n otified in the dangero us goods 
declaration and the marine declaration of health.17 

                                                 
14 Presidency Conclusions of 15 November 2001 on bioterrorism (13826/01) 
15 Council Conclusions of 22 February 2007 on the transitional prolongation and extension of the mandate 

of the HSC (6226/07) 
16 OJ L 142, 30.4.2004, p. 1 
17 Directive 2010/65/EU of the European Parliament and of the Council of 20 October 2010 on reporting 

formalities fo r sh ips arriv ing in  and /or dep arting from p orts o f th e Member States an d rep ealing 
Directive 2002/6/EC, OJ L 283, 29.10.2010, p. 1 
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Furthermore, EU secondary legislation establ ishes specific rules for m onitoring, giving early 
warning of and combating serious cross-border threats to health (e.g. the Seveso II Directive18 
and the CAFE Directiv e19) and requ ires in a few instances Mem ber States to dev elop joint 
activities to address trans boundary air pollution including recommended behaviour (CAFE 
Directive). For these reasons this Decision do es not im pinge on the provisions that already 
exist but seeks to close the gaps in relation to notifications, monito ring, risk assessment and 
crisis m anagement from  the public health pers pective. Therefore, th e Decision extends the 
Early Warning and Response System to cover all serious cross-border threats to health (except 
radio nuclear), adds a monitori ng requir ement in a cr isis f or threa ts to health o ther than 
communicable diseases and provides for a crisis  management structure for addressing health 
threats, as these are not covered under other legislation. 

The International Health Regul ations (2005) already require Member States to develop, 
strengthen and m aintain the capacity to dete ct, assess, notify and re spond to public health 
emergencies of international concern. Under this agreement, the World Health Organisation is 
empowered to declare public health em ergencies of  in ternational concern and to issue 
recommendations including health m easures. The proposed Decision aim s to support the 
consistent and coordinated implementation of the International Health Regulations by the EU 
Member States. In particular, it will ensure adequate coordination between the Member States 
to achieve a consistent level of prepare dness and interoperabili ty between national 
preparedness plans, while respecting the Member States’ responsibility for the organisation of  
their health systems. 

Against this background, the Decision should apply without prejudice to other legally binding 
provisions relating to health s ecurity, not least as regards pr eparedness, monitoring, alerting, 
assessment and m anagement of serious cross-bord er threats to health. However, where gaps  
have been identified in relati on to monitoring, alerting, risk a ssessment or crisis m anagement 
these are ad dressed in the Decision . In order to address the gaps, th e Decision requires the 
Member St ates to coo rdinate their preparedn ess efforts, extends th e early warning and 
response system to cover all se rious cross-border threats to h ealth, provides for coordinated 
public health risk assessment by bringing together risk assess ments and stressing their public 
health aspects, adds m onitoring requirem ents in  a cr isis f or threa ts to health other than  
communicable diseases and, finally, provides for a crisis management structure for addressing 
health threats. 

2. RESULTS OF CONSULTATIONS WITH INTERESTED PARTIES 

2.1. Consultation with interested parties and use of expertise 

The open stakeholder consultatio n on hea lth security in th e European Union took place 
between 4 March and 31 May 2011. In all 75 re sponses to the online questionnaire were  
received: 21 on behalf of national, regional or local authorities, 31 on behalf of organisations 
and 23 from individual citizens20. 

                                                 
18 Council Directive 96/82/EC of 9 Decem ber 1996 on  the control of major-accident hazards involving 

dangerous substances (OJ L 10, 14.1.1997, p. 13) 
19 Directive 2008/50/EC of the European Parliament and of the Council of 21 May 200 8 on ambient air 

quality and cleaner air for Europe (OJ L152, 11.6.2008, p.1)  
20 Report on the Stakeholder Consultation on Heath Security in the European Union: 
 http://ec.europa.eu/healt h/preparedness_response/docs/healthsecurity_report_en.pdf 

http://ec.europa.eu/health/preparedness_response/docs/healthsecurity_report_en.pdf
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The key outcom e of these stakeholder consultations  is that most stakeh olders are strongly in 
favour of having all serious cross-border health threats included in the EU health security 
policy21. 

The Health Security Committee was consulted six times on the initiative. The EWRS network 
discussed the health security initiative at their meeting in February 2011. The European office 
of the World Health Organisation is repres ented on both comm ittees as an observer. In 
addition, bilateral m eetings with six Mem ber States were held at their request and the 
initiative was also presented to the EU Health Policy Forum on 19 May 2011. 

Adding to the expertise of the Member States,  the Eu ropean Centre for Disease Prevention 
and Control provided useful input as regards the scientific risk assessment issues. 

2.2. Impact assessment 

The Commission has carried out detailed analysis of three options: 

– Option 1: Status quo: maintaining the current level of activities; 

– Option 2: Separate and different handling of serious cross-border threats to health — 
enhanced EU cooperation through the use of soft instrum ents based on a voluntary 
approach; 

– Option 3: Establishing a comm on EU lega l fram ework covering all serious cross-
border threats to health through improved cooperation and legally binding measures. 

The results of the analysis led to the conclusion that option 3 has the st rongest positive health 
impacts as it improves the protection of citizens against serious cross-border threats to health. 
It proposes a com prehensive framework for he alth security structures and systems including 
obligations on Member States in terms of preparedness and response planning. 

The EU added value will be increased through streamlining and coordinating all aspects of 
preparedness and response planning, risk assessment and risk m anagement by s etting up 
strategic and technical-level c ooperation on health s ecurity at EU level. This would be  
guaranteed by the establishm ent of a sound legal basis f or all serious cross-border health 
threats. By also providing a legal basis f or op erating a jo int pro curement m echanism f or 
medical counterm easures, this option would he lp strengthen the preparedness and response 
capacity to deal with cross-border health threats across the EU. 

In the Mem ber States, a dministrative savings in  public hea lth risk m anagement will also be 
achieved through enhanced coordin ation under the Health Security Committee, which allows 
pooling and exchange of expertise. 

                                                 
21 Please see the outcome of the consultation in the impact assessment report 
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3. LEGAL ELEMENTS OF THE PROPOSAL 

3.1. Legal basis 

With the entry into fo rce of the Lisbon Treaty, the Unio n has been empowered to support, 
coordinate or supplem ent the action of Me mber States in the area of the protection and 
improvement of hum an health (Article 6(a) TF EU). The Treaty also sta tes that Union actio n 
must be directed towards improving public health, preventing physical and mental illness and 
diseases, and obviating sources of danger to physi cal and mental health; in particular, it m ust 
cover ‘m onitoring, early warning of and com bating serious cross-border  threats to health’ 
(Article 168(1) TFEU). EU ac tion should, however, exclude any harm onisation of the laws  
and regulations of the Member States and respect their responsibility for the definition of their 
health policy and for the organisation and delivery of health services and medical care. 

Furthermore, the Union should take into acco unt requirem ents linked to a high level of 
protection of hum an health wh ile defining and im plementing its po licies and a ctivities 
(Article 9 TFEU). The princ iple of ‘health in all policies’ is particularly relevant in the multi-
sectoral context due to the transnational dimension of serious cross-border threats to health. 

At inte rnational level,  a com prehensive f ramework on health security exists since 15 June 
2007 in the for m of the Interna tional Health Regulations whic h have been ratified by all 
Member States. 

3.2. Subsidiarity 

Serious cross-border threats to health and public  health emergencies of international concern 
have, by their nature, transnational implications. In a globalised society, people and goods are 
moving across borders and illnes ses and contam inated products can circulate with in hours 
across the globe. Public health m easures therefore need to be consisten t with each other and  
coordinated to contain further spread and minimise the consequences of such threats. 

Measures taken by an individual Member State to respond to such threats may touch upon the 
competences of the EU or othe r national governments, and can therefore damage the interests 
of Member States and run counter  to the fundam ental principles and goals of the E U if they 
are not con sistent with  each other and are not  based on shared scientifically objective an d 
comprehensive risk assessment. As an example, the lack of coordination at EU level in the E. 
coli outbreak in 2011 led to loss of life and econo mic loss for the food industry and also had 
consequences for trade. With respect to the H1N1 pandem ic in 2009, there was a drastic drop 
in m edication com pliance for pandem ic vaccines, potentially endang ering th e health of 
citizens, including health care work ers, and jeo pardising the capacity o f the health sector to  
efficiently respond to that crisis. In additi on, the pandem ic led to eco nomic losses for the 
Member St ates’ budgets due to unused vaccines, resu lting from the different public 
perceptions both about the severity of the threat and the safety and efficacy of those products. 
Furthermore, m easures that are effective from  a public health standp oint (e.g. isolation, 
quarantine, social distancing, workplace and  school clo sures, travel advice an d border 
controls) can have adverse consequences for civ il liberties and the internal market. Therefore, 
the coordination of the response at Union level should ensure that m easures taken at national 
level are proportionate and limited to public health risks related to serious cross-border health 
threats, and do not conflict with obligations and rights laid down in the Treaty, such  as those 
relating to the res triction of  trave l and tr ade. Preparedn ess m easures would need  to pay 
particular attention to protecting workers potentially exposed to the threat. 
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Since the objectives of the action to be take n cannot be sufficiently achieved by the Mem ber 
States alone due to  the cross-border aspects of those threats and can ther efore, for reasons of 
effectiveness, be better achieved at EU level,  the EU may adopt measures, in accordance with 
the principle of subsidiarity as set out in Article 5 of th e Treaty on European U nion. In 
accordance with the principle of proportion ality, as set out in that Article, the proposed 
Decision does not go beyond what is necessary in order to achieve those objectives. 

The proposal builds on positiv e experience with  coordination in the fi eld of communicable 
diseases, and proposes extending the existing systems and applying th e lessons learnt to 
ensure that citizens enjoy equal protection against all health hazards. 

For the purpose of achieving the objectives, th e Commission should be empowered to adopt 
delegated a cts in a ccordance with  Article  29 0 of the Treaty on the Functioning of the  
European Union, in order to supplem ent or amend certain non-essential el ements of the basic 
act. 

In order to achieve unif orm conditions for the implementation of  the  basic act,  pa rticularly 
with regard to the procedures for infor mation sharing, consultation and coordination of 
preparedness and response, the Commission s hould be empowered to adopt implem enting 
acts in accordance with Article 291 of the Treaty on the Functioning of the European Union. 

4. BUDGETARY IMPLICATIONS 

This legal proposal does not impact on decentralised agencies. 

In addition, the current EU h ealth programm e already cov ers some ac tivities in re lation to  
monitoring, alerting and risk assessm ent of so me health threats.After 2013 the Commission 
intends to cover these activities under the proposed Health for growth programme 2014-2020. 
The cost is included in the proposed envelope of the new programme. 

The joint procurem ent, as a voluntary m echanism, may have a budgetary im pact in case the 
EU Institutions were to participate as a Contracting Authority for the procurement of medical 
countermeasures to cover EU staff. Mem ber States remain responsible for procuring m edical 
countermeasures to cover their citizens. 

The budgetary im plications for EU institutions ar e difficult to forecast  as it depends on the 
type of medical countermeasure that is procured, the staff coverage pursued, and, in the case 
of pandemic influenza, the unknown characteristics  of the next pandem ic influenza virus in 
terms of whether 1 o r 2 vaccine doses will be required to achieve immunity. The expenditure 
should be covered within the medical expenditure foreseen by each institution. 

During the 2009 influenza H1N1 pandemic, 10,000 doses of pandemic influenza vaccine were 
bought by the EU institutions at a price of 6 eu ro per dose. For Commission staff 5,000 doses 
were reserv ed of which 3,000 were adm inistered (vaccination was offe red on a voluntary 
basis). The Medical Service envi sages a sim ilar appro ach for an even tual future influenza 
pandemic. In the cas e of a serious p andemic where a higher num ber of staff may wish to get 
vaccinated, it is envisag ed that staff is vaccina ted through the health care services of the host  
country. In conclusion, it is expected that the budgetary implication of  vaccine procurem ent 
for a future pandemic will be similar to the situation in 2009. 
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2011/0421 (COD) 

Proposal for a 

DECISION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

on serious cross-border threats to health  

(Text with EEA relevance) 

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION, 

Having regard to the Treaty on the Functioning of the European Union, and in particular 
Article 168, paragraphs (4)(c) and (5) thereof, 

Having regard to the proposal from the European Commission, 

After transmission of the draft legislative act to the national Parliaments, 

Having regard to the opinion of the European Economic and Social Committee1, 

Having regard to the opinion of the Committee of the Regions2, 

Having regard to the opinion of the European Data Protection Supervisor3,  

Acting in accordance with the ordinary legislative procedure4, 

Whereas: 

(1) Article 168 of the Treaty on the Functioning of the European Union states, inter alia, 
that the Union' s action in the field of public health should cover m onitoring, early 
warning of and com bating serious cross-border  threats to health, and that a high level 
of human health protection is to be ensured in the definition and implementation of all 
Union policies and activities. According to the sam e provision, Mem ber States m ust, 
in liaison with the Comm ission, coordina te a mong them selves their policies and 
programmes in the areas covered by the Union action in the field of public health. 

(2) By Decision No 2119/ 98/EC of the European  Parliam ent and of the Council of 24 
September 1998 5 a network on the epidem iological su rveillance an d control o f 
communicable diseases in the Community was set up. Experience gained in the 

                                                 
1 OJ C , , p.  
2 OJ C , , p. 
3 OJ C , , p. 
4 Position of the Europ ean Parlia ment o f 5 July 20 11 (not yet p ublished in  th e Official Jo urnal) an d 

decision of the Council of 27 July 2011 
5 OJ L 268, 3.10.1998, p.1 
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implementation of that Decision confir ms that coordinated Union action on 
monitoring, early warning of and combating those threat s adds value to the protection 
and improvement of human health. However, a number of developments at Union and 
international level in the past decade make a review of that legal framework necessary. 

(3) Apart from  communicable dis eases, a num ber of other sources of danger to health, 
notably related to other biological agents, chemical agents or environ mental events,  
which inclu de hazards related to clim ate change, m ay, by reason of their scale o r 
severity, endanger the health of citizens in the entire Union, lead to the malfunctioning 
of critical s ectors of society  and econom y and jeopardise individual Mem ber State' s 
capacity to react. Theref ore, the legal fram ework set up under Decision No 
2119/98/EC should be extended to cover th ese other threats and provide for a 
coordinated wider approach to health security at Union level. 

(4) An im portant role in  th e coord ination of recent cris es of Union relevance has b een 
played by the Health Security Comm ittee, an informal group com posed of high level 
representatives from Mem ber States and estab lished on th e basis of the Presiden cy 
Conclusions of 15 November 2001 on bioterrorism 6. It is ne cessary to integra te this  
group into a for malised institutional fram ework and to assign it a well-defined role 
avoiding duplications with other Union entities respons ible for risk m anagement, not 
least that established under Decision No 2119/98/EC. 

(5) Regulation (EC) No 851/2004 of the European  Parliament and of the Council of 21 
April 2004 establishing a European Cent re for Disease Prevention and Control 7 
(ECDC) provides the ECDC with a m andate covering surveillance, detection and risk 
assessment of threats to  human health fr om communicable d iseases and outbreaks of 
unknown origin. The ECDC has  progressive ly taken over the epidem iological 
surveillance of communicable diseases a nd the operation of the Early W arning and 
Response System  from  the Community  network set up under Decision No 
2119/98/EC. This developm ent is not refl ected in Decision No 2119/98/EC, which 
was adopted before the creation of the ECDC. 

(6) The International Health Regulations (2005) adopted by the Fifty-eighth World Health 
Assembly on 23 May 2005 reinforced the coordination among Stat es Parties to the 
World Health Organisation (W HO), which include all th e Mem ber States of th e 
Union, of the preparedness for and response to a public health em ergency of 
international concern. The legislation of th e Union should take this developm ent into 
account, including the integrated all-hazard s approach of  the W HO covering all 
categories of threats independently of their origin. 

(7) This Decision should not apply to the serious cross-border health threats arising from 
ionizing radiation, as those th reats are already covered by Article 2(b) and Chapter 3 
of Title II of the Treaty establishing the European Atomic Energy. Moreover, it should 
apply without prejudice to other binding m easures concerning spec ific activities  or 
setting the standards of quality and safety  of som e goods, which provide for special 
obligations and tools for m onitoring, early warning and combating specific threats of 
cross-border nature. 

                                                 
6 13 826/01 
7 OJ L 142, 30.4.2004, p.1 
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(8) Preparedness and respo nse planning is an ess ential element allowing for an effective 
monitoring, early warning of and com bating serious cross-border threats to health. 
Such planning should include in particular ad equate preparedness of critical sectors of 
society such as energy, transport, communica tion or civil protection which rely, in a 
crisis situation, on well-prepared  public health system s that are also in turn dependent 
on the functioning of those sectors and on m aintenance of  essen tial s ervices a t a n 
adequate level. 

(9) The International Health Regulations ( 2005) already require Mem ber States to 
develop, strengthen and maintain their capacity to detect, assess, notify and respond to 
a public health emergency of international concern. Coordination between the Member 
States is necessary to achieve a co nsistent level of preparedness and interoperability 
between national preparedness plans in view  o f the in ternational s tandards, while 
respecting Member States' competence to organise their health systems. 

(10) The European Parliam ent in its r esolution of 8 M arch 2011 8 and the C ouncil in its 
Conclusions of 13 Se ptember 2010 9 stressed the need to introduce a comm on 
procedure for the joint procur ement of m edical countermeasures, and in particular of 
pandemic vaccines, to allow Member States, on a voluntary basis, to benefit from such 
group purchases. W ith regard to pandem ic vaccines, in the context of lim ited 
production capacities at global le vel, such a procedure woul d increase the availability 
of those products and ensure  fairer access to them among Member States participating 
in the joint procurement. 

(11) Contrary to communicable d iseases, whose su rveillance at the Union le vel is c arried 
out on a permanent basis by the ECDC, other serious cross-border threats to health do 
not cu rrently necessitate a system atic m onitoring. A risk-based app roach, whereb y 
monitoring networks are set up ad hoc and on a tem porary basis, is therefore m ore 
appropriate to those other threats. 

(12) A system enabling the notification at the Union level of alerts related to serious cross-
border threats to health should be put in pl ace in order to ensure that competent pub lic 
health au thorities in  Mem ber States  and th e Comm ission a re du ly and tim ely 
informed. Therefore, the Early W arning and Response System  (EWRS) , established  
under Decision No 2119/98/EC for comm unicable diseases, should be extended to all 
the serious cross-border th reats to health covered by the present Decision. T he 
notification of an alert should be required only where the scale and severity of the 
threat con cerned are o r m ay beco me so significant that the coordination of the  
response at the Union level is necessary. 

(13) In order to ensure that th e assessment of risks to public health at the Union level f rom 
serious cross-border threats to  health is consistent as well as com prehensive from a 
public health perspectiv e, th e available scien tific expert ise should be mobilised  in  a 
coordinated manner, through appropriate channels or structures depending on the type 
of threat concerned. This risk assessment should be based on robust scientific evidence 
and independent expertise and prov ided by the Agencies of the Union in accordan ce 
with their missions, or otherwise by expert groups set up by the Commission. 

                                                 
8 2 010/2153(INI) 
9 12 665/10 
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(14) Effectively responding to serious cross-bord er threats to health at national level 
requires a consistent approach among Me mber States, in conjunction with the 
Commission, necessitating exchange of info rmation, consultation and co ordination of 
actions. Under Decision No 2119/98/EC, th e Comm ission alrea dy coordinates the 
response at the Union level in collaboration  with Member States with regard to 
communicable diseases. A similar mechanism should apply to all serious cross-border 
threats to health  inde pendently o f their  orig in. I t shou ld also  be reca lled tha t, 
independently from this Decision, a Member State may, in case of a major emergency, 
request assistance under C ouncil Decision of  8 Nove mber 2007 establishing a  
Community Civil Protection Mechanism (2007/779/EC, Euratom)10. 

(15) Measures taken by individual Member States  to respond to such threats m ay damage 
the interests of other Member St ates if they are not consistent with one another, or not 
based on shared and solid risk assessm ent. They may also conf lict with com petences 
of the Union or with fundam ental rules of the Treaty on the Functioning of the 
European Union. Therefore, the coordination of the response at the Union level should 
ensure inter alia that measures taken at national level are proportionate and lim ited to 
public health risks related to serious cross- border threats to health, and do not conflict 
with obliga tions and rights laid d own in the Treaty, such as those  related to the 
restriction of travel and trade. 

(16) Inconsistent or confusing communication w ith the public and stakeholders such as 
health professionals m ay have a negative im pact on the effectiv eness of the respon se 
from a publ ic health perspective as well as on econom ic operators. Therefore, the 
coordination of the response at the Union level should encompass shared inform ation 
campaigns and consistent communication m essages to citizens based on robust and 
independent evaluation of public health risks. 

(17) The applicability of som e specific provi sions of Comm ission Regulation (EC) No 
507/2006 of 29 March 2006 on the conditional m arketing authorisation for m edicinal 
products for hum an use falling within the scope of Regulation (EC) No 726/2004 of 
the European Parliam ent and of the Council 11 and Comm ission Regulation (EC) No 
1234/2008 of 24 Nove mber 2008 concerning the examination of variations to the 
terms of marketing authorisations for medicinal products for human use and veterinary 
medicinal products12, depends on the recognition at Union level in the fram ework of 
Decision 2119/98/EC, of an em ergency situ ation or of a pandem ic situation with  
respect to h uman inf luenza. Those provisions allow for th e accelerated marketing of 
certain m edicinal products in  case of urgent needs, by m eans, respectively, of  a 
conditional m arketing authorisation and of  the tem porary possibility to grant a 
variation to the terms of a marketing authorisation for a human influenza vaccine even 
where certain non-clinical or clinical data are missing. However, in spite of the utility 
of such pro visions in th e event of a cris is, there is to  date n o specific  procedure for 
issuing such recognitions at Union level. It is therefore appropriate to provide for such 
a procedure as part of the standards of quality and safety for medicinal products. 

                                                 
10  OJ L 314, 1.12.2007, p. 9. 
11 OJ L 92, 30.3.2006, p.6 
12 OJ L 334, 12.12.2008, p.7 
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(18) The processing of personal data for the pur pose of implementing this Decision should 
comply with Directive 95/46/EC of t he European Parliament and of the Council of 24 
October 1995 on the protection of individuals  with regard to the processing of 
personal data and on the free m ovement of such data 13 and Regulation (EC) No 
45/2001 of the European  Parliament and of the Council of 18 Decem ber 2000 on  the 
protection of individuals w ith regard to the processing of personal data by the 
Community institutions a nd bodies and on the free m ovement of such data 14. In 
particular, the operation of the Early W arning and Response System  should provide 
for speci fic safeguards all owing safe and lawful exchang e of personal data for the 
purpose of contact tracing measures implemented by Member States at national level.  

(19) Since the objectives of this Decision ca nnot be sufficiently achieved by the Mem ber 
States alone due to the cross-border di mension of those threats and can, therefore, be 
better achieved at Union level, the Union may adopt measures, in accordance with the 
principle of subsidiarity as set out in Ar ticle 5 of the Treaty on European Union. In 
accordance with the princip le of proportional ity, as set out in that Article, th is 
Decision does not go beyond what is necessary in order to achieve those objectives. 

(20) The power to adopt delegated acts in  accordance with the Article 290 of the Treaty on 
the functioning of the European Union should be conferred to the C ommission in 
respect of m easures needed to complem ent the action of th e Member States, in v ery 
specific and  urgent situ ations, for the transn ational asp ects of th e control of serious 
cross-border threats to health. It is of particular importance that the Comm ission carry 
out appropriate consultations during its preparatory work, in cluding at expert level, as 
far as the urgency of the situation allo ws it. The Commi ssion, when preparing and 
drawing up delegated acts,  shou ld ensure simultane ous, tim ely and appropriate 
transmission of relevant documents to the European Parliament and to the Council. 

(21) In order to ensure unifor m conditions for the im plementation of this Decision, 
implementing powers should be conferred on the Comm ission to adopt im plementing 
acts in relation to: the proce dures for the coordination, the exchange of  information 
and the mutual consultation on preparedness  and response planning ; the adoption of a 
list of communicable d iseases subject to th e network of epidem iological surveillance 
and the procedures for the operation of such  a network; the setting up and term ination 
of ad hoc monitoring networks and the proced ures for the operation of such networks; 
the adop tion of  case  def initions f or seri ous cross -border threa ts to health; the 
procedures for the operation of the Early Warning and Response System ; the 
procedures for the coordination of the responses of the Member States; the recognition 
of situations of emergency at Union level or of pre-pandemic situations with respect to 
human influenza at Union level. Those im plementing powers shou ld be exercised  in 
accordance with Regulation (EU) No 182/2011 of  the European Parliament and of the 
Council of 16 February 2011 la ying down the rules and genera l principles concerning 
mechanisms for control by Member Stat es of the Comm ission's exercise of 
implementing powers15. 

                                                 
13 OJ L 281, 23.11.1995, p. 31 
14 OJ L 8, 12.1.2001, p. 1. 
15 OJ L 55, 28.2.2011, p.13 
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(22) In order to enhance clarity and legal certainty, Decision No 2119/98/EC should be 
repealed and replaced by this Decision. 

HAVE ADOPTED THIS DECISION 

Chapter I 
General provisions  

Article 1 
Subject matter 

1. This Decision lays down rules on m onitoring, early warning of and com bating 
serious cross-border threats to health, as well as on preparedness and response 
planning related to those activities. 

2. This Decision aim s to support the preventi on and control of the spread of severe 
human diseases across the borders of  the Member States, and to obviate other m ajor 
sources of serious cross-border threat to heal th in order to contribute to a high level 
of public health protection in the Union. 

Article 2 
Scope 

1. This Decision shall apply in case of serious cross-border threats to health falling within the 
following categories: 

(a) threats of biological origin, consisting of: 

(i) communicable diseases; 

(ii) antim icrobial res istance and healthc are-associated inf ections re lated to communicable 
diseases (hereinafter referred to as " the related special health issues") ;  

(iii) biotoxins or other toxic biological agents not related to communicable diseases; 

(b) threats of chemical origin  with the exception of threats arising from ionizing radiation; 

(c) threa ts of  environmental o rigin, includ ing threats deriv ing from  the effects of clim ate 
change;  

(d) threats of unknown origin; 

(e) events  which m ay constitute  public  he alth em ergencies of international concern 
determined pursuant to the Inte rnational Health Regulations ( 2005), provided that they fall 
under one of the categories of threats set out in points (a) to (d). 

2. This Decision shall apply without prejudice to measures on m onitoring, early warning of 
and combating serious cross-border threats to health as we ll as the requirements concerning 
preparedness and response planning provided for in other binding Union provisions, including 



 

EN 17   EN 

measures setting standards of quality and safety  for specific goods and m easures concerning 
specific economic activities.  

3. The Comm ission shall, where appropria te and in liaison with the Me mber States,  ensure 
coordination and m utual inform ation between the m echanisms and structures  es tablished 
under this D ecision and sim ilar mechanisms and structures established at Union level whose 
activities may be relevant for the monitori ng, early warning and combating serious cross-
border threats to health. 

Article 3 
Definitions 

For the purpose of this Decision, the following definitions shall apply: 

(a) ‘case definition’ means a set of commonly agreed diagnostic criteria that must be fulfilled 
in order to accurately detect cases of a targeted serious cross-border threat to health in a given 
population, while excluding the detection of other similar threats; 

(b) ‘communicable disease’ means an infectious disease caused  by a contagious agent which 
may be transmitted from person to person by direc t contact with an af fected individual or by 
an indirect means such as exposure to a vector , fomite, product or environm ent, or exchange 
of fluid, contaminated with the contagious agent; 

(c) ‘contact tracing’ m eans measures implemented at national level in ord er to trace p ersons 
who have been exposed to a source of a serious  cross-border threat to health, and who are  
potentially in danger of developing or have developed a disease; 

(d) ‘epidem iological surveillanc e’ m eans the prom pt and syst ematic collection, recording, 
analysis, interpretation and dissemination of data and analysis on communicable diseases and 
related special health issues, including data reflecting the current health status of a community 
or population, and system atic th reat detection for the purpose of directing public health 
action; 

(e) ‘m onitoring’ m eans the con tinuous observation, surveillance,  detection or reviewing of 
changes in a condition, or situation, or change s in activities, includi ng a continuous function 
that uses systematic collection of data and an alysis on specified indicat ors relating to serious 
cross-border threats to health; 

(f) ‘public h ealth measure’ means a decis ion or an activity which aim s to prevent o r control 
diseases, or to obviate s ources of ris ks to pub lic health or to  mitigate their impact on public 
health; 

(g) ‘s erious cross-bo rder threat to hea lth’ m eans a hazard of biological, chem ical, 
environmental or unknown origin which is likely to spread across national borders of Member 
States and which may cause a potential severe risk to public health necessitating a coordinated 
action at the Union level;  

(h) ‘severe risk to public health ’ means a likeliho od of a hazard that m ay result in death, be 
life-threatening, cause a severe disease in exposed humans, or produce a congenital defect. 
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Chapter II 
Planning  

Article 4 
Preparedness and response planning 

1. Mem ber States sh all, in  liaison with  the Comm ission and on the basis of its 
recommendations, within the Health Security Committee referred to in Article 19, coordinate 
their ef forts to dev elop, str engthen and m aintain the ir capa cities f or th e m onitoring, ear ly 
warning and assessm ent of and response to the serious cross-border thre ats to health. That 
coordination shall in particular address the following issues: 

(a) the interoperability of national preparedness plans;  

(b) the consistent implementation of core capacity requirements for surveillance and response 
as referred to in Articles 5 and 13 of the International Health Regulations (2005). 

2. For the purpose of paragraph 1, Mem ber Stat es shall provide the Comm ission with the 
following infor mation concerning the state of  play of their preparedness and response 
planning: 

(i) minimum core capacity standards determined at national level for the health sector; 

(ii) specif ic m echanisms establishe d at nationa l level f or the interop erability betw een the 
health sector and other critical sectors of society; 

(iii) business continuity arrangements in critical sectors of society.  

3. The Comm ission shall m ake the inform ation referred to in paragraph 2 available to the 
members of the Health Security Committee. 

4. Before adopting or reviewing their national preparedness plan, Member States shall consult 
each o ther and the Comm ission in relation to th e issues referred  to  in  points  (a) and (b) of 
paragraph 1. 

5. The Commission shall, by means of implementing acts, determine the procedures necessary 
for the coordination, the exchange of infor mation and the mutual consultation referred to in 
paragraphs 1 to 4. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2).  

Article 5 
Joint procurement of medical countermeasures 

1. The institutions of the Union and any Member States which so desire may engage in a joint 
procurement procedure conducted pursuant to the third subparagraph of Article 91(1) of  
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Council Regulation (E C, Euratom) No 1605/2002 of 25 June 2002 on the Financial  
Regulation applicable to the gen eral budget of the European  Communities16 and Article 125c 
of Commission Regulation (EC, Euratom ) No 2342/2002 of 23 Decem ber 2002 lay ing down 
detailed rules for the implementation of the Council Regulation (EC, Euratom) No 1605/2002 
on the Financial Regulation applicable to th e general budget of the European Comm unities17, 
with a view to the advance pur chase of medical countermeasures against serious cross-border 
threats to health. 

2. The joint procurement procedure referred to in paragraph 1 shall comply with the following 
conditions: 

(a) participation in the joint p rocurement shall be open to a ll Member States un til the launch 
of the procedure;  

(b) rights and obligations of Member States not participating in the joint procurement shall be 
respected, in particular those relating to the protection and improvement of human health; 

(c) the joint procure ment shall not af fect the inte rnal m arket, shall not constitu te 
discrimination or a restriction of trade and shall not cause distortions of competition. 

3. The joint procurem ent procedu re shall b e preceded by a Joint Pro curement Agreem ent 
between the Parties determ ining the practical arrangements governing that procedure, in 
particular th e orde r of  p riority f or d eliveries be tween the  Parties, and the decision-m aking 
process with regard to the ch oice of the procedure, th e as sessment of the tenders and the 
award of the contract. 

Chapter III 
Permanent surveillance and ad hoc monitoring 

Article 6 
Epidemiological surveillance  

1. A networ k for the ep idemiological surveillance of the co mmunicable diseases and of the 
related special health issues referred to in Article 2(1)(a)(i) and (ii), is hereby established. 

2. The epidem iological surveillance network sh all bring into perm anent communication the 
Commission, the European Centre for Disease Prevention and Control, and the competent 
authorities responsible at nationa l level for collecting informatio n relating to epidem iological 
surveillance. 

3. National com petent authorities  shall co llect com parable and com patible data an d 
information in relation to the epidem iological surveillance and without delay communicate 
them to the epidemiological surveillance network. 

                                                 
16 OJ L 248, 16.9.2002, p.1 
17 OJ L 357, 31.12.2002, p.1 
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4. W hen reporting inform ation on epidem iological su rveillance, the national co mpetent 
authorities shall use the case definitions adopt ed in accord ance with paragraph 5 for each 
communicable disease and related special health issue referred to in paragraph 1. 

5. The Commission shall, by means of implementing acts, establish and update: 

(a) in order to ensure an exhaustive coverage by the epidemiological surveillance network, the 
list of communicable diseases referred to in Article 2 (1) (a)(i); 

(b) in order to ensure at Union level the comparability and compatibility of the collected data, 
case definitions related to each co mmunicable di sease an d special h ealth issue subject to 
epidemiological surveillance; 

(c) procedures for the operation of the epidem iological surveillance network as developed in 
application of Articles 10 and 11 of Regulation (EC) No 851/2004. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2). 

On duly justified imperative grounds of urgency related to the severity or novelty of a serious 
cross-border threat to h ealth or to th e rapidity of its sp read between the Member States, th e 
Commission may adopt the m easures referred to in points (a) and (b) through immediately 
applicable implementing acts in accordance with the urgency procedure re ferred to in Artic le 
20(3). 

Article 7 
Ad hoc Monitoring Networks 

1. Following an alert pursuant to A rticle 9 concer ning a thr eat to he alth referred to in poin ts 
(a)(iii), (b), (c) or (d) of  Article 2(1), the M ember States shall, on the b asis of the a vailable 
information f rom their m onitoring system s, inf orm each other,  in lia ison with the 
Commission, through an ad hoc monitoring network set up pursuant to paragraph 3 as regards 
the developments of the situation related to the threat concerned at national level. 

2. The information transmitted pursuant to paragraph 1, shall include in particular any change 
in geographic distribution, spread and severity of the health threat concerned and of the means 
of detection. It shall be transmitted to the monitoring network by using, where applicable, th e 
case definitions established in accordance with point (d) of paragraph 3. 

3. The Commission shall, by means of implementing acts: 

(a) set up, for the purposes of the cooperation referred to in paragraph 1, an ad hoc monitoring 
network which shall bring into communicatio n the Comm ission and the national contact  
points designated by the Mem ber States in accordance with point (b) of Artic le 17(1) for the 
threat concerned; 

(b) terminate the operation of an ad hoc monitoring network when the conditions for notifying 
an alert in relation to the threat concerned, as laid down in Article 9(1) are no longer met; 

(c) adopt generic procedures for the operation of ad hoc monitoring networks; 
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(d) adopt, where necessary, the case definitions to be used for the ad hoc monitoring, in order 
to ensure at the Union level the comparability and compatibility of the collected data. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2). 

On duly justified im perative grounds of urgency related to the severity of a serious cross-
border thre at to h ealth or to  the rapidity of its spread between th e Mem ber States, the 
Commission may set up an ad hoc  monitoring network or adopt or update the case d efinitions 
referred to in point (d) through immediately ap plicable implementing acts in accordance with 
the urgency procedure referred to in Article 20(3). 

Chapter IV 
Early warning and response 

Article 8 
Establishment of an early warning and response system 

1. A rapid alert system for notifying at the Uni on leve l a lerts in re lation to ser ious cross-
border threats to health, ‘Early W arning and Response System’, is hereby established. This 
system shall bring in to perm anent comm unication the Comm ission and the competent 
authorities responsible at na tional level for alerting, assessi ng public health risks and 
determining the measures that may be required to protect public health. 

2. The Comm ission shall, by m eans of i mplementing acts, adopt procedures concerning the 
information exchange in order to ensure th e proper functioning of the Early W arning and 
Response System and the uniform implementation of Articles 8 and 9. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2). 

Article 9 
Alert notification 

1. National com petent authorities or the Co mmission shall no tify an ale rt in the Ear ly 
Warning and Response System  where the em ergence or developm ent of a serious cross-
border threat to health fulfils the following conditions: 

(a) it is un usual or un expected fo r the given  place and tim e, or it causes or m ay cause 
significant morbidity or mortality in humans, or it grows rapidly or may grow rapidly in scale, 
or it exceeds or may exceed national response capacity, and 

(b) it affects or may affect more than one Member State, and 

(c) it requires or may require a coordinated response at the Union level. 

2. Where the national com petent authorities notify to the W orld Health Organization events  
that m ay constitu te pub lic hea lth e mergencies of internatio nal concern  in accorda nce with 
Article 6 of the International Health Regulations (2005), they shall at the latest simultaneously 
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notify an alert in the Early W arning and Response System, provided that the threat concerned 
falls within those referred to in Article 2(1) of this Decision. 

3. W hen notifying an alert, the national com petent authorities and th e Comm ission shall 
promptly communicate any relevant infor mation in their possession that m ay be us eful for  
coordinating the response, in particular on: 

(a) the type and origin of the agent, 

(b) the date and place of the incident or outbreak, 

(c) means of transmission or dissemination, 

(d) toxicological data, 

(e) detection and confirmation methods, 

(f) public health risks, 

(g) public health measures implemented or intended to be taken at national level, 

(h) measures other than public health measures, 

(i) personal data necessary for the purpose of contact tracing in accordance with Article 18. 

4. The Comm ission shall m ake available to th e national competent authorities through the 
Early Warning and Response System any information that may be useful  for coordinating the 
response at the Union level, including infor mation on hazards and public health measures 
related to serious cross-border threats to health transmitted through other Union alert systems. 

Article 10 
Public health risk assessment 

Where an alert is  notified pursuan t to Article  9, the Comm ission shall, where it is necessa ry 
for the coordination of t he response at Union le vel, make promptly available to the national 
competent authorities through the E arly W arning and Response System  and to the Health 
Security Committee referred to respectively in Articles 8 and 19 an assessment of the risks to 
public health. 

This assessment shall be based: 

(a) on the opinion of the European Centre for Disease Prevention and  Control in accordance 
with Article 7(1) of Regulation (EC) No 851/2004; and/or 

(b) on the opinion the European Food Safety Au thority in accordance with Article 23 of  
Regulation (EC) No 178/2002 of the European Parliam ent and of the Council of 28 January 
2002 laying down the general principles and requirements of food la w, establishing the 
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European F ood Safety Authority and laying do wn procedures in m atters of food safety 18; 
and/or 

(c) where the assessm ent needed is totally or partially outside the m andates of the above-
mentioned Agencies, on an ad hoc independent opinion. 

Article 11 
Coordination of response 

1. Followin g an aler t p ursuant to Artic le 9, the Mem ber States sha ll, on the ba sis of  the 
available information, including risk assessm ents referred to in Article 10, consult each other 
within the Health Sec urity Comm ittee ref erred to in A rticle 19  an d in liaison  with th e 
Commission in order to coordina te national responses to the serious cro ss-border threat to 
health, including where a public health em ergency of international con cern is declared in 
accordance with the International Health Regulations (2005) and falls with in Article 2 of th is 
Decision. 

2. Where a Member State intends to adopt public health measures to combat a serious cross-
border threat to health, it sha ll, before adopting those m easures, con sult the oth er Mem ber 
States and the Commission on the nature, purpose and scope of the measures, unless the need 
to protect public health is so urgent that the immediate adoption of the measures is necessary. 

3. W here a Mem ber State has to adopt, as a m atter of urgency, public health m easures in 
response to the appearance or resurgence of a seri ous cross-border threat to health, it shall, 
immediately upon adoption, inform the other Member States and the Comm ission on the 
nature, purpose and scope of those measures. 

4. In the event of a serious cross-border he alth threat overwhelm ing t he national response 
capacities, an affected Mem ber State m ay also request assistance from other Member States 
through the EU Civil Protection Mechanism  established by Council Decision 2007/779/EC, 
Euratom. 

5. The Commission shall, by means of implementing acts, adopt the procedures necessary for 
the uniform  im plementation of the m utual information, consultation and coordination 
provided for in this Article. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2). 

Article 12 
Common temporary public health measures 

1. Where the coordination of national responses provided for in Article 11 proves insufficient 
to control the spread of a seri ous cross-border threat to health between the Mem ber States or 
to the Union, and, as a consequence, the prot ection of the health of the population of the 
Union as a whole is jeo pardised, the Commission may complement the action of the Mem ber 
States th rough the adoption, by m eans of delega ted acts in accordance with the procedure 

                                                 
18 OJ L 31, 1.2.2002, p.1 
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provided for in Article 22, of common tem porary public health m easures to be im plemented 
by the Member States. These m easures may not concern the control of  the threat concerned 
within each Member State. 

2. Paragraph 1 shall appl y only to serious cross- border health threats which m ay result in 
deaths or hospitalisations on a large scale across the Member States. 

3. The measures adopted under paragraph 1 shall: 

(a) respect the responsibilities of the Mem ber States for the definition of their health policy  
and for the organisation and delivery of health services and medical care; 

(b) be proportionate to the public he alth risks related to that threat, avoiding in particular any 
unnecessary restriction to the free movement of persons, of goods and of services; 

(c) be compatible with any applicable international obligation of the Union or of the Member 
States. 

Chapter V 
Emergency and pandemic influenza situations at the Union level 

Article 13 
Recognition of emergency situations or of pandemic influenza situations 

1. The Commission may, where the exceptional condi tions laid down in paragraph 2 are m et, 
formally recognise, by means of implementing acts: 

(a) situations of emergency at Union level; or 

(b) pre-pandemic situations with respect to human influenza at Union level. 

Those im plementing acts shall be adopted in accordan ce with the exam ination procedure 
referred to in Article 20(2). 

On duly justified im perative grounds of urgency related to the severity of a serious cross-
border threat to health or to the rapidity of its spread am ong Member States, the Commission 
may for mally recognise situations of e mergency at Union level or pre-pandem ic situations 
with respect to human influenza at Union level through immediately applicable implementing 
acts in accordance with the urgency procedure referred to in Article 20(3). 

2. The Comm ission m ay adopt the measures referred to in paragraph 1 only when all the 
following conditions are met: 

(a) the Director-General of the W orld Health O rganization has not yet adopted a decision 
declaring the existence of a public health em ergency of international concern in accordance 
with Articles 12 and 49 of the International Health Regulations (2005); 

(b) the serious cross-border health threat at issue: 

(i) can, by reasons of its nature, be prevented or treated by medicinal products; 
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(ii) is rapidly spreading within  and across the M ember States and end angers public health at 
the Union level; 

(iii) is life-threatening; 

(c) the m edicinal products, in cluding vaccin es, already  authorised  at Union  level in  
accordance with Regulation (EC) No 726/2004 of the European Parliament and of the Council 
of 31 March 2004 laying down Community procedur es for the authorisation and supervision 
of medicinal products for hum an and veterinary use and establishing a European Medicines 
Agency19 or in the Mem ber States through the m utual recognition procedure or decentralized 
procedure referred to in Direct ive 2001/83/EC of the European Parliament and of the Council 
of 6 November 2001 on the Comm unity code relating to medicinal products for human use20, 
are no t or m ay not be sufficiently  efficient fo r the  preve ntion o r tre atment of  the thr eat 
concerned; 

(d) with a  view to the formal recognition of a pre-pandemic situation with r espect to human 
influenza at the Union level, the threat concerned is human influenza. 

Article 14 
Legal effects of the recognition 

1. The recognition of a situation of  em ergency at the Union level pursu ant to point (a) of 
Article 13(1), shall have the sole leg al effect of triggering the applicability of Article 2(2) of 
Regulation (EC) No 507/2006. 

2. The r ecognition of a pre-pand emic situation w ith respect to hum an influenza at the Union  
level pursuant to point (b) of Article 13(1) shal l have  the  sole legal ef fect of  triggering the 
applicability of Article 2(2) of Regulation (EC) No 507/2006 a nd of Article 21 of Regulation 
(EC) No 1234/2008. 

Article 15 
Termination of the recognition  

The Comm ission shall, by m eans of i mplementing acts, term inate th e recognition of the 
situations referred to in points (a) and (b) of Article 13(1) as soon as one of the conditions laid 
down in points (b), (c) and (d) of Article 13(2) is no longer met. 

Those im plementing acts shall be adopted in  accordan ce with the exam ination procedure 
referred to in Article 20(2). 

                                                 
19  OJ L 136, 30.4.2004, p. 1 
20  OJ L 311, 28.11.2001, p. 67 
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Chapter VI 
International agreements 

Article 16 
International agreements 

The Union m ay conclude international agreem ents with third coun tries or  in ternational 
organisations allowing and organizing its cooperation with those third countries or 
international organisations on seri ous cross-border threats to  health th at pose particu lar risks 
of transmission to the population of the Union, in order to cover the following aspects: 

(a) exchange of good practice in the areas of preparedness and response planning, 

(b) exch ange of relevan t inform ation from  monitoring and alerting system s, including the 
participation of the countries or organisations  concerned  in the relev ant ep idemiological 
surveillance or ad hoc monitoring networks and the Early Warning and Response System, 

(c) collaboration on the public health risk assessment of serious cross-border threats to health, 
with spec ial ref erence to public  he alth em ergencies of international concern declared in 
accordance with the International Health Regulations (2005), 

(d) collaboration on response coordination, in cluding the occasional participatio n of the  
countries or organis ations concern ed in the Health Security Comm ittee as observ ers, with  
special reference to public health emergencies of international concern declared in accordance 
with the International Health Regulations (2005). 

Chapter VII 
Procedural provisions 

Article 17 
Designation of national authorities and representatives 

1. Each Member State shall des ignate, within th ree m onths of the entry into force of thi s 
Decision: 

(a) the com petent authorities responsible at na tional level for collecting information relating 
to epidemiological surveillance as referred to in Article 6; 

(b) single contact points for the purpose of th e coordination of the ad hoc m onitoring, as  
referred to in Article 7; 

(c) the competent authority or authorities responsible at national level for notifying alerts and 
determining the m easures required to protect pu blic health, for the purposes of Articles 8, 9, 
and 10; 

(d) one representative and an alternate in the Health Security Committee referred to in Article 
19. 
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2. Member States shall notify the Comm ission and other Mem ber States of the designations  
referred to in paragraph 1. 

3. Each Member State shall notify the Commi ssion and the other Mem ber States of any 
change in the information provided under paragraph 2. 

Article 18 
Protection of personal data 

1. In the application of  this Decision, personal data shall be processed in accordance with 
Directive 95/46/EC and Regulation (EC) No 45/2001. 

2. The Early Warning and Response System shall include a selective m essaging functionality 
allowing personal data to be communicated only to national competent authorities concerned 
by contact tracing measures. 

3. When competent authorities implementing contact tracing measures communicate personal 
data necessary for contact tracing purposes through the Early W arning and Response System 
pursuant to  Artic le 9 (3), they  sha ll use th e se lective m essaging f unctionality r eferred to  in  
paragraph 2 of this Article and co mmunicate the data on ly to the o ther Mem ber States 
concerned by the contact tracing measures. 

4. When circulating the information referred to in paragraph 3, the competent authorities shall 
refer to the alert communicated previously to the Early Warning and Response System. 

5. Where a national co mpetent authority establishes that a notification of personal data m ade 
by it pursuant to Article 9(3) ha s subsequently proved to be in  breach of Directive 95/46/EC 
because th is notification  was not necessary fo r the im plementation of the contact tracing 
measures at issue,  it sh all inform immediately the Mem ber States to w hich th is notification 
was transmitted. 

6. The Commission shall adopt: 

(a) guidelines aim ing a t ensuring that the da y-by-day operation of the Early W arning and 
Response System complies with Directive 95/46/EC and Regulation (EC) No 45/2001; 

(b) a recomm endation providing an indicative li st of personal data th at m ay or should be 
exchanged for the purpose of the coordination of contact tracing measures. 

Article 19 
Health Security Committee 

1. A ‘Health Security Comm ittee’, composed of re presentatives of M ember States at a h igh 
level, is hereby established. 

2. The Health Security Committee shall have the following tasks: 

(a) support the exchange of infor mation between the Member States and the Comm ission on 
the experience acquired with regard to the implementation of this Decision; 
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(b) assist the Comm ission in providing for the coordination of the preparedness and response 
planning efforts of the Member States in accordance with Article 4; 

(c) assist th e Commission in pr oviding for the coordination of the responses of the Mem ber 
States to serious cross-border threats to health, in accordance with Article 11. 

3. The Health Security Comm ittee shall b e chai red by a representative of the Commission. 
The Health Security Committee sh all m eet at regular interval s and wh enever the s ituation 
requires, on a request from the Commission or a Member State.  

4. The secretariat shall be provided by the Commission. 

Article 20 
Committee on serious cross-border threats to health 

1. For the adoption of implementing acts, the Commission shall be assisted by the  Committee 
on serious cross-border threats to health. Th at Comm ittee shall be a c ommittee within th e 
meaning of Article 3(2) of Regulation (EU) No 182/2011. 

2. Where reference is made to this paragraph, Article 5 of Regulation (EU) No 182/2011 shall 
apply. 

3. Where reference is made to this paragra ph, Article 8 of Regulation (E U) No 182/ 2011, in 
conjunction with Article 5 thereof, shall apply. 

Article 21 

Exercise of the delegation 

1. The power to adopt the delegated acts is conferred on the Commission subject to the 
conditions laid down in this Article. 

2. The power to adopt delegated acts referred to in Article 12  shall be conferred on the 
Commission for a period of five years after [...] 21.The Commission shall draw up a report in 
respect of the delegation of pow er not later than nine m onths before the end of the five-year 
period. The delegation of power shall be tacitly extended for periods of an identical duration, 
unless the European Parliament or the Council opposes such extension not later than three 
months before the end of each period. 

3. The delegation of powers referred to in Article 12 m ay be revoked at any time by the 
European P arliament or by the Council. A deci sion of revocation sha ll put an end to the 
delegation of the powers specified in that dec ision. It shall ta ke effect the day following the 
publication of the decision in the Official Journa l of the European Union or at a later date 
specified therein. It shall not affect the validity of any delegated act already in force. 

4. As soon as it adopts a delegated act, the Co mmission shall notify it simultaneously to the 
European Parliament and to the Council. 

                                                 
21 OJ: Please insert the date: date of entry into force of this Decision 
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5. A delegated act adopted pursuant to Article 12  shall enter into f orce only if  no objection 
has been expressed either by the E uropean Pa rliament or the Council within a period of 2 
months of notification of that act to the European Parliament and the Council or if, before the 
expiry of that period, the European Parlia ment and the Council have both inform ed the  
Commission that they will not object. That pe riod shall be extended by 2 m onths at the  
initiative of the European Parliament or the Council. 

Article 22 
Urgency procedure 

1. Delegated acts adopted under th is Article shall en ter into force without delay and shall 
apply as long as no objection is expressed in accordance with paragraph 2. The notification of 
a delegated act to the E uropean Parliament and to the Council shall state the reasons for the 
use of the urgency procedure. 

2. Either the European P arliament or the Counc il may object to a delegated act in accordance 
with the pro cedure referred to in Ar ticle 21(5). In such a ca se, the Comm ission shall repea l 
the act without delay following the notifi cation of the decision to object by the  
European Parliament or by the Council. 

Article 23 
Reports concerning this Decision 

The Commission shall submit to the European Parliament and the Council every three years a  
technical report on the activities of the Ea rly W arning and Response System and other 
activities carried out in the context of the implementation of this Decision. 

Chapter VIII 
Final provisions 

Article 24 
Repeal of Decision 2119/98/EC 

1. Decision No 2119/98/EC is hereby repealed. 

2. References to the repealed Decision shall be construed as references to this Decision. 

Article 25 
Entry into force 

This Decision shall enter into f orce on the day f ollowing that of its publication in the Official 
Journal of the European Union. 
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Article 26 
Addressees 

This Decision is addressed to the Member States. 

Done at Brussels, 

For the European Parliament For the Council 
The President The President 
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ANNEX  

LEGISLATIVE FINANCIAL STATEMENT 

5. FRAMEWORK OF THE PROPOSAL/INITIATIVE  

5.1. Title of the proposal/initiative  

Draft Decision of the European Parliam ent and of the Council on serious cross-border threats 
to health 

Policy area(s) concerned in the ABM/ABB structure1  

Union action in the field of health (17 03 06) 

Programme of the European Union action in  the field of health — Expenditure on 
administrative management (17 01 04) 

External staff and other m anagement expenditu re in support of the ‘Health and consume r 
protection’ policy area – Other management expenditure (17 01 02 11) 

Administrative expenditure of the ' Commission's adm inistration' policy area – P ersonnel 
policy and management - Medical service (26 01 50 01) 

5.2. Nature of the proposal/initiative  

 The proposal/initiative relates to a new action  

 The proposal/initiative relates to a new action following a pilot project/preparatory action2  

 The proposal/initiative relates to the extension of an existing action  

 The proposal/initiative relates to an action redirected towards a new action  

5.3. Objectives 

5.3.1. The Commission's multiannual strategic objective(s) targeted by the proposal/initiative  

HEALTH SECURITY 

The genera l objectives of  this initia tive a re to improve the protection of the citizens of the  
European Union from serious cross-border threats and to ensure a high level of hum an health 
protection in defining and i mplementing EU policie s and activities. Capacities and s tructures 

                                                 
1 ABM: Activity-Based Management – ABB: Activity-Based Budgeting. 
2 As referred to in Article 49(6)(a) or (b) of the Financial Regulation. 
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will be  stre ngthened an d m easures concern ing monitoring, early  warning of  and c ombating 
serious cross-border threats to health as set out in Article 168 of the TFEU are envisaged. 

5.3.2. Specific objective(s) and ABM/ABB activity(ies) concerned  

The specific objective of this initiative is to strengthen the response to al l serious cross-border 
threats to health (o ther than tho se associ ated with radio nuclear events) based on a  
comprehensive and coherent approach to preparedness and response planning, risk monitoring 
and assessment, as well as risk management including risk communication. 

Specific objective No. 1: 

As regards preparedness and response planning, the specific objective is to develop a 
common approach to preparedness planning at EU level for all se rious cross-border threats to 
health, ensuring coherence and interoperability am ong sec tors at EU level and between 
Member States. This includes im proving equita ble access to m edical counterm easures (e.g. 
pandemic influenza vaccines). 

ABM/ABB activity(ies) concerned 

Union action in the field of health (17 03 06) 

Programme of the European Union action in  the field of health — Expenditure on 
administrative management (17 01 04) 

Administrative expenditure of the ' Commission's adm inistration' policy area – P ersonnel 
policy and management - Medical service (26 01 50 01)3 

Specific objective No. 2: 

In the area of risk monitoring and assessment the specific objective is to create conditions to 
ensure a co herent and com prehensive identific ation and n otification o f health thr eats and 
evaluation of their risks to heal th, especially in the case of health-related  crises with a 
multidisciplinary dimension. 

ABM/ABB activity(ies) concerned 

Union action in the field of health (17 03 06) 

Programme of the European Union action in  the field of health — Expenditure on 
administrative management (17 01 04) 

Specific objective No. 3: 

In the area of risk management the specific objective is to create conditions to strengthen and 
enhance coordination between Member States, th e international level and the Commission in  

                                                 
3 Participation in the joint procurement of pandemic influenza vaccines for Commission staff. 
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order to ensure a coherent and consistent polic y approach to effectively m anage responses t o 
serious cross-border threats to health across the EU. 

ABM/ABB activity(ies) concerned 

Union action in the field of health (17 03 06) 

External staff and other m anagement expenditu re in support of the ‘Health and consume r 
protection’ policy area – Other management expenditure (17 01 02 11) 

Specific objective No. 4: 

As regards risk and crisis communication, th e aims of  the initia tive will be to c reate and 
facilitate shared communication strateg ies an d m essages in order to avoid conflicting or 
inaccurate information being released to the public. 

ABM/ABB activity(ies) concerned 

Union action in the field of health (17 03 06) 

Programme of the European Union action in  the field of health — Expenditure on 
administrative management (17 01 04) 
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5.3.3. Expected result(s) and impact 

Specify the effects which the proposal/initiative should have on the beneficiaries/groups targeted. 

Public health impact. The protection of EU citizens agains t serious cross-border health threats  
and the effectiven ess of public h ealth security structures and m echanisms at EU level would 
be considerably improved. This would allow coherent preparedness planning based on shared 
and common mandatory standards and a better coordina ted and balanced re sponse to all types 
of serious cross-border health threats. For example, all Member  States would need to have 
preparedness plans in place that would cover b oth health measures and other critical secto rs, 
and structures and capacities would need to be  set up in co mpliance with agreed ch eck lists. 
This option would also result in a m ore c oherent and com prehensive approach to the  
identification, notification and assessment of serious cross-border health threats. By setting up 
a leg al b asis allowing joint p rocurement, this  option would considerably im prove equitable  
access to medical counterm easures by Me mber States, thereby ensuring a higher level of 
protection of EU citizens acro ss the Union. Furtherm ore, inter-sectoral cooperation would be  
improved in the  event of cross-border health threats, also contributing to better public health 
protection. 

Social im pact. A coordinated approach to access to  m edical counterm easures would raise 
confidence in measures undertaken by public health authorities, as they would rely on a robust 
legal instrument. For those Mem ber States tha t had opted to  participate in joint pro curement, 
the mechanism would lead to a higher level of  protection for vulnerabl e groups by ensuring a 
guaranteed supply and would prom ote solidarity between the Member States by providing 
common minimum coverage for vulnerable groups of society. 

Economic im pact. The setting -up of  a jo int p rocurement m echanism f or m edical 
countermeasures would boost the supply of m edical products and encourage developm ent of 
new products based on long-term contracts agreed with the public health sector. 

Financial impact. As regards preparedness, additional cost s could be expected, particularly in 
relation to hum an resources and the provision of technical equi pment in the M ember States  
and at EU level. In order to cover gaps in risk assessment, additional financial resources in the 
region of EUR 500,000 annually would be needed from  the EU health programme to establish 
a framework contract so as to  gain access to ex pert knowledge when needed. The aim  would 
be to establish perm anent networks of nationa l correspondents between health authorities and 
agencies competent in assessi ng specific threats. However, proposed m easures relating to 
enhanced cooperation would have no substan tial financial im pacts, b ecause they  would be 
based on the existing mechanisms and structures in place. 

Administrative burden. Governance in pub lic health risk management would be significantly 
improved, as only one expert committee would need to be operated. 
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Impact at international level . Better coordination in the EU of i mplementation of the  
International Health  Regulations (2005) 4 by th e Mem ber States a nd closer collaboration 
between the EU and the WHO on pr eparedness for and response to public health emergencies 
of international concern would contribute to enhancing global health security. 

5.3.4. Indicators of results and impact  

Specify the indicators for monitoring implementation of the proposal/initiative. 

For the systematic follow-up of the policy m easures in the field of pr eparedness and response 
planning, risk assessm ent and risk m anagement, m onitoring an d evaluation of the  
implementation of the legislative instrument will be carried out as follows: 

The Comm ission will subm it to the European Parliament and the C ouncil regular reports 
evaluating the implementation of the legal act. The first report will be s ubmitted following an 
evaluation which will be carried out within four years after the entry into force of the legal act. 

Evaluation of the effective ope ration of the structures and mechanisms provided for by the 
Health Security Initiative will be based on information from Member States supplied annually, 
with scientific support from specialised agencies and organisations such as the ECDC or EMA 
to provide a basis for comparison and consistency in Commission reporting. 

The m ain instrum ent for gather ing data f or the purpose of  such an evaluation will be a  
reporting system that will be app roved and implem ented by the new health comm ittee. The 
competent authorities in  the Mem ber States, th e European Centre of Disease Prevention and 
Control and  the Comm ission will cooperate cl osely to  develop the required  tools and  
instruments. Involvement of other international bodies such as the W orld Health Organisation 
and the Global Health Security Initiative (GHSI)5 may be considered where appropriate. 

Reporting will cover inform ation on cooperati on m echanisms established, k ey secto rs 
involved and websites in place to share informa tion on best practices. Key indicators for the 
monitoring as well as the evaluation of policy implementation and outcomes are set out below: 

                                                 
4 h ttp://www.who.int/ihr/en/ 
5 More in formation on  th e Gl obal Health  Secu rity In itiative can  b e foun d in  th e Commiss ion Staff Working 

Document on  Health  Security in  th e Eu ropean Un ion and  In ternationally, av ailable at:  
http://ec.europa.eu/health/preparedness_response/docs/commission_staff_healthsecurity_en.pdf 

http://ec.europa.eu/health/preparedness_response/docs/commission_staff_healthsecurity_en.pdf
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Monitoring the implementation of suggested actions 

Impact Indicators 

Specific Objectives Result Indicators Source of Information 
1. Improved protection of citizens of the EU from serious 
cross-border threats to health 

More ra pid a nd effective de feat of cross -border t hreats to 
the h ealth o f EU citizen s (m orbidity, mortality, Qu ality 
Adjusted Life Years Saved) 

External an d i ndependent ev aluation four years aft er 
implementation of the legal basis 

2. Pu blic health  secu rity structures  and system s: 
Effectiveness48, efficiency49 and coherence50 as reg ards the 
objectives described in this initiative 

  

2.1 C oherent and c omprehensive o verall app roach for  all  
serious cross-border thre ats to h ealth (p reparedness an d 
response planning, risk monitoring and assessment as wel l 
as risk management including risk communication) 

Legal proposal for Health Security Initiative adopted Regular ev aluations as leg al requ irement (article in  t he 
legislative tex t), first ev aluation after four years of 
implementation of the legal base 

2.2. p reparedness an d re sponse planning, c ommon 
approach at EU level for all serious cross-border threats to 
health 

a. generic and specific preparedness 

b. e nsuring cohere nce a nd i nteroperability am ong critica l 
sectors of society 

c. co mmon core cap acities fo r preparedness / EU tailor-
made criteria fo r no tification (t o add ress IHR with  a 
common approach) 

a. number of new preparedness plans established at EU and 
national level 
further developed generic preparedness principles (possible 
detailed provisions for specific threats)  
 
b. number of preparedness and response planning in critical 
sectors of society  

c. number of agreements on minimum core capacities and 
shared standards at EU level to address IHR 

d. adoption of the proposal to set up a joint procurement 
mechanism and its implementation: number of countries 

annual reports of competent authorities in  Me mber Stat es 
based on an agreed questionnaire 

continuous EC DC assessm ent of pre paredness at  nat ional 
level for communicable diseases 

synthesis reports by the Co mmission every two years with 
a q ualitative ev aluation of th e i mplementation by the  
Member States 

                                                 
48 Effectiveness = the extent to which options achieve the objectives of the proposal 
49 Efficiency/cost effectiveness = the extent to which objectives can be achieved for a given level of resources/at least cost (cost-effectiveness) 
50 Coherence = t he extent to which options a re coherent wi th the overarching objectives of EU policy, and t he extent to which they are lik ely to li mit trad e-offs acro ss th e 

economic, social and environmental domain 
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d. equitable access to medical countermeasures participating, amount of medical counter-measures 
purchased through this mechanism 

• 2.3. risk monitoring and assessment: coherent and 
comprehensive approach for  

• - identification and notification of health threats, 
based on improved linkage between existing monitoring 
and notification mechanisms and structures 

- improved capacities for robust, reliable, and rapid public 
health risk assessment for serious cross-border threats to 
health  

standard operation procedures in place and memoranda of 
understanding agreed with relevant sectors to closer link 
existing notification structures  

EU tailor-made criteria implemented for notification of 
health threats agreed at EU level 

number and types of threats detected and reported links to 
IHR established 

strengthened capacities in place for assessment of health 
threats, regardless of their cause (number of networks in 
place and number of types of threats covered) 

number of risk assessments, type of threats assessed, 
structures that assessed the risk and quality of risk 
assessments requested and performed 

Report from the Commission 

• 2.4. risk management: improved coordination –  

• - sustainable structure at EU level for any serious 
cross-border public health crisis;  

• - clear mandate for this structure with strong 
commitment of Member States 

Sustainable mechanism (operational EU health group) and 
structure in place for EU wide crisis management  

Standard Operation procedures for crisis management 
agreed with Member States 

internal rules of procedures established for a unique 
structure (level of participation of Member States, number 
and quality of recommendations issued) 

Report from the Commission 

2.5.crisis communication: improved conditions for crisis 
communication 

Agreement on reinforced operating procedures for risk and 
crisis communication (who, why, when, where, how, what) 

Number of campaigns implemented, num ber of exercises 
carried out, number of com mon press stat ements, number 
and qu ality o f co mmunication too ls, brochures, gu idance 
documents, posters etc; 

Communication st rategies a nd co ordination of m essages 
put in practice 
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A more detailed inventory of existing capacities, measures and plans in terms of preparedness, 
risk ass essment and risk  m anagement at the le vel of each Mem ber State and for all threats 
other than comm unicable diseases is currently be ing drawn up. It will a llow indicators to be 
further defined and serve as the benchm ark against which progress will to be m easured after 
approval of the legal initiative. 

5.4. Grounds for the proposal/initiative  

5.4.1. Requirement(s) to be met in the short or long term  

The aim of t he Health Security Initiative (HSI) is to  streamline and strengthen capacities and 
structures on health security in order to improve the protection of  the citizens of the European 
Union (EU) from  all serious cross-border threat s that m ay affect public  health. These threats 
can be even ts caused b y communicable dis eases, biological agents cau sing diseases  that are 
not communicable51, and threats of chem ical, environmental or unknown origin, or caused by 
climate change. Threats  em erging from  the effects of clim ate change (i.e. heat waves, cold 
spells) are covered by environmental threats throughout the initiative. 

Due to the cross-bo rder nature of th ese threats and to their potential severe consequences on 
the EU population, a coor dinated public health approach at  the EU level is necessary. The 
health security initiative aims to establish such a common EU framework on health security. 

The health security initiative intends to offer European citizens the same level of protection as 
already exists for communicable diseases and to complement and add value to actions between 
Member States th rough coherent and more efficient governance of health threats. It will seek  
to reinf orce the coordination of  th e EU risk  m anagement and will strengthen th e existing 
structures and mechanisms in the public health area. 

The legal basis for the initiative is provide d by the Lisbon Treaty which introduced a new 
competence for the EU to set up m easures in the area of serious cros s-border health threats.52 
This im pact assessm ent will exam ine a rang e of  policy options to  im prove the cris is 
management cycle from the publi c health  persp ective. Its s cope covers the following key 
areas: 

- the coordination at E U level of the prepar edness and response planning for serious cross-
border threats to h ealth, includ ing equitab le access to m edical counterm easures such as 
vaccines and improved preparedness for all critical sectors in society. 

- the monitoring and scientific assessm ent at EU level of risks from  these potential threats as 
independent expertise with sound scientific advice on e merging health threats is required to 
respond appropriately to a health emergency; 

                                                 
51 Biological eve nts can be ca used by  c ommunicable di seases an d by harm ful su bstances produced by  m icro-

organisms (such as ricin). These harmful substances are typically found in nature, but can be produced, modified or 
manipulated to cause illness intentionally in a criminal or terrorist attack.  

52 See annex 1 for article 168 of the Lisbon Treaty 
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- the public health aspects of crisis management and the public health measures required under 
such circumstances  to p revent o r lim it the spre ad of  public  h ealth th reats and m itigate the  
effects of such events.53. In this context, the impact assessment will also elaborate on the status 
of the Health Security  Comm ittee54 (HSC) and will look  into ways  to ensure ef fective 
communication. 

5.4.2. Added value of EU involvement 

The EU added value would be increased acro ss all aspects of prep aredness and response 
planning, risk assessm ent and risk m anagement by setting up strategic and technical 
cooperation on health security at EU level. This would be guaranteed by the establishment of a 
robust legal instrum ent for all serious cross-borde r health threats. By also providing a legal 
basis for operating a joint pr ocurement mechanism for m edical countermeasures this option 
could add value to strengthening preparedness and response capacity to deal with cross-border 
health threats across the EU. 

5.4.3. Lessons learned from similar experiences in the past 

Recent cross-border events such as the H1N1  pandemic in 2009/2010, th e volcanic ash cloud 
in 2010, or the outbreak of the E. coli/STEC O104 in 2011 have had significant im pacts on 
society and demonstrated that none of these emer gencies can be confined to a specific sector. 
It is not only public health that  is concerned but also civil protection, food safety, international 
trade, travel and/or law enforcement, depending on the nature of the threat. 

Pandemic influenza H1N1 in 2009 and 2010 caused 2900 deat hs within the EU and 18,000 
worldwide; the pandem ic put heavy pressure on the health s ervices, including intensive care, 
required contact tracing, huge i nvestments in vaccines and antiv irals and had Mem ber States 
competing for better co nditions for procurem ent of vaccines. The econom ic and societal 
disruptions, particular in Mexico and the United States, where schools were e.g. closed, lead to 
disruption for tourism and travel. 

The management of Pandemic Influenza H1N1 was thoroughly evaluated55. 

Lessons learnt at EU level and  key m essages endorsed  b y the Health Security Comm ittee 
include the  f ollowing56:Member States, the C ommission and EU Agencies  con tinue to  

                                                 
53 Measures include medical countermeasures (masks, medicines) and containment of the event and decontamination 

(reduction or removal of chemical agents from persons or places which have been contaminated) A health measure 
will n ot ad dress issu es t hat are wi der t han p ublic h ealth an d hence will n ot in clude law enforcem ent or civ il 
protection measures. 

54 To avoid confusing this committee with a committee as established under Article 3 of Regulation (EU) No 
182/2011 (http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:055:0013:0018:EN:PDF) it would 
be appropriate to change its name and avoid the term 'committee'. Another name, such as 'EU High level Group for 
Health Security' may better reflect the true nature of this body. 

55 http://ecdc.europa.eu/en/healthtopics/pandemic_preparedness/pandemic_2009_evaluations 
/Pages/pandemic_2009_evaluations.aspx provides an overview of all evaluations on H1N1 

56 Assessment Report on the EU-wide Response to Pandemic (H1N1) 2009 covering the period 24 April2009 – 31 
August 2009: http://ec.europa.eu/health/communicable_diseases/docs/assessment_response_en.pdf; 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:055:0013:0018:EN:PDF
http://ecdc.europa.eu/en/healthtopics/pandemic_preparedness/pandemic_2009_evaluations/Pages/pandemic_2009_evaluations.aspx
http://ecdc.europa.eu/en/healthtopics/pandemic_preparedness/pandemic_2009_evaluations/Pages/pandemic_2009_evaluations.aspx
http://ec.europa.eu/health/communicable_diseases/docs/assessment_response_en.pdf
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evaluate pandem ic preparedness for sectors and services identified as poten tially at risk,  
(health and  cross-s ectoral), p articularly as not all sectors experien ced sim ilar levels of 
pressure. Member States, the Comm ission and EU Agencies refine an d publicise estimates of 
pandemic planning assum ptions for a new pandem ic as early as po ssible to en able other 
sectors to p repare, and  ensure that these ar e reviewed as the pandem ic progresses. Mem ber 
States incorporate p lanning for the provision of m utual aid as part of generic business 
continuity planning for health services, including health sector supply and support services. 

Many im provements are needed, f or exam ple the experien ce drawn from  Pandemic H1N1  
2009, and endorsed in the recen t ECDC-WHO-Euro led workshops (Sept 2011) sh ows that it 
is necessary to undertake  a risk-based appr oach so as to m ake responses more proportionate  
and tailored to the specific features of a particular pandemic, which may differ considerably. 

Under the current EU comm unicable disease legislation EU surveillance and a case definition 
for H1N1 were agre ed rapid ly o n the bas is of ECDC and WHO advice. However, the 
statements by the Health Secur ity Comm ittee on vaccin ation coverag e57, on travel advice 58 
and on school closures 59 during the pandem ic were hard to reach, slow to be agreed, and not 
always followed up by the Member States, given the informal nature of that committee. It was 
also not possible, owing to regulatory and cont ractual limitations, to rap idly come up with a 
mechanism for ensuring a supply of antivirals and vaccines60. 

During the H1N1 pandem ic in 2009, som e Me mber States were unable to procure enough 
pandemic influenza vaccines and the vaccines when they arrived did so at very different d ates 
across the EU countries. Non-equitable access  to pandem ic influen za vaccin es d uring th e 
H1N1 (2009) pandem ic was due to weak purchasing power of Member States  61 . This  
contrasted with what happened in parts of Latin Am erica and the Caribbean where countries 
participating in the Pan  Am erican Health Or ganisation ro utine jo int vaccine p rocurement 
mechanism received pandem ic vaccines at app roximately the sam e time, according to a pre-
agreed plan and with more advantageous conditions than EU Member States negotiated. 

Member States wishing to secure pandemic influenza vaccines were pitched against each other 
and had to accept d isadvantageous contractual conditions. Evidence that was gathered for the 
Commission in an independent evaluation 62 shows the considerable variations in contractual 
conditions, particularly regard ing liability for side effect s being transferred from  the 
manufacturers to the Member States. In addition, the lack of flexibility in contracts to include 
conditions u nder which the reserved  am ount of  doses could  be changed  or excess v accines 
could be returned resulted in an enorm ous waste of resources. The Member States th at could 

                                                 
57 HSC/EWRS statement on Influenza A(H1N1) 2009: target and priority groups for vaccination, 25 August 2009 

http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/hsc_ewrs_statement_en.pdf 
58 HSC/EWRS statement on Influenza A(H1N1) 2009 Symptomatic individuals travelling, 13 August 2009 

http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/statement_travel_en.pdf 
59 HSC/EWRS statement on School closures, 13 August 2009: 

http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/statement_school_en.pdf 
60 http://ec.europa.eu/health/preparedness_response/docs/council_lessonsh1n1_en.pdf 
61 Assessment report on E U wi de pa ndemic vaccine  strategies  of 25.8.2010 

http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf 
62 http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf  

http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/hsc_ewrs_statement_en.pdf
http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/statement_travel_en.pdf
http://ec.europa.eu/health/archive/ph_threats/com/influenza/docs/statement_school_en.pdf
http://ec.europa.eu/health/preparedness_response/docs/council_lessonsh1n1_en.pdf
http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf
http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf
http://ec.europa.eu/health/communicable_diseases/docs/assessment_vaccine_en.pdf
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not accep t those unfavourable cond itions had n o guarantee at all of being able to  obtain  
pandemic influenza vaccines, thus weakening the prepared ness across the EU against such  
cross-border health threat. This could have had very serious health consequences if the 
pandemic had proved more virulent and deadly. 

There were difficulties in communicating with h ealth professionals and the public on  the need 
for pandemic vaccination in the 2009 H1N1 pandemic.63 

Due to the huge interrupti on of transport during the Volcanic ash cloud from Iceland in 2010 
e.g. organ transplants had to be postponed due to delays in the de livery of organs, there were 
also problem s of medicines for people strande d abroad without their usual m edicines and 
without any prescription and of course, resp iratory problem s especially for people with 
medical conditions. 

The recent E.coli/STEC O104 outbreak m ade 3910 people ill and caus ed 46 death s within 2 
months only. It led to overflo wing intensive care units in Ge rmany, shortages of m edical 
equipment e.g. for dialysis, extrem e pressure on laboratory capacity ne eded to exam ine the  
samples and to lack of public confidence in heal th measures. This epidemic had a huge impact 
on the vegetable/agriculture sector in the EU. A EUR 227 million co mpensation scheme was 
established by the im port ban of  Russia during 2 m onths for EU fresh vegetables lead to 
additional extrapolated costs of EUR 100 million. 

The experience with E.coli/STEC O104 clearly demonstrated how insufficient preparedness, 
inadequate response or comm unication strategies  in one Mem ber State have led to m ore 
severe negative impacts on others. 

Premature communication to the general public a nd to the press on the source of the outbreak 
was m ade at various levels. Certain national/ regional announcem ents were not backed by 
sound scien tific evid ence or risk assessm ent. This leads  to difficulties in th e efficient  
management of the crises and important economic impacts. 

Citizens and external States stopped eating/im porting fresh vegetables. This had devastating 
consequences for the producers of the vegetables  in question (salad, cucum bers, sprouts), in 
particular in the South of Europe. 

The estimation of the econom ic operators' losses in the first two weeks o f the crisis is at le ast 
of EUR 812.6 m illion, accord ing to farm ers' or ganizations. These data m ay represent an  
underestimation, since it does not cover the whol e period of the crisis and does not include 
figures from all EU countries. Losses caused by several trade restric tions adopted by third 
states (ban of imports) have also to be take n in account (e.g. Russia banned vegetables im port 
with losses estimated in EUR 600 million). 

The Commission played an active role in order to reduce the financial bu rden incurred by this 
crisis. A EUR 210 million aid package was immediately adopted and further EUR 75.1 million 

                                                 
63 http://ec.europa.eu/health/communicable_diseases/docs/assessment_response_en.pdf (chapter 12) 

http://ec.europa.eu/health/communicable_diseases/docs/assessment_response_en.pdf
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of shared aids with MS are aim ed to the prom otion of agricultural produ cts in th e next three 
years. 

Communication with the public on risks arising from E. coli STEC O104 in 2011 was difficult 
due to inconsistent and uncoordinated m essages at regional, national and EU  level, as well as 
those originating from the WHO. 

Following several terrorist attacks involving chlorine in Iraq in March 2007, Europol urgently 
requested to the Commission to assess the potential of chlorine to become a common terro rist 
weapon and, more particularly, the possibility of this substance being used in Europe. There is 
no EU body which could deal with such a risk  assessment and therefore the Commission had 
to collect infor mation from  different sources,  such as the Che mical Working Group of the  
HSC, from the representatives of funded proj ects on the subject from  the Health Programm e 
and by means of joint e fforts with ECHA and J RC. The absence of  a mechanism to mobilise 
appropriate expertise led to delay in m aking a risk assessm ent, despite the existence of 
assessments aimed at law enforcement or civil protection. 

There was also a problem concernin g public risk assessment in relation to the melamine milk 
contamination event in 2008. 64 Based on their knowledge, the food safety authorities did not 
see a risk for adults in Europe . H owever, public health author ities h ad to addre ss citizen' s 
concerns about longer term  effects, particularly  for travellers return ing from China who had 
been at risk of having consum ed c ontaminated milk and com posite products. There was no 
possibility to have a com prehensive and rapi d public health risk assessm ent and also no 
possibility to enable surveillance of exposed persons in the short, medium or long term. 

Concerning chemical events, a series of table top exercises have been run in 2011 ("Iridium") 
to simulate incidents caused by dangerous chemicals, based on real life events. For example, a 
leaking container on a f erry on the Baltic Sea c aused illness in passeng ers and ship  workers 
that came in contact with the chem ical, but they  had to tr avel on to th eir destinations. They 
presented unusual and non-specific symptoms65. 

It becam e apparent during the exercises th at th ere is a gap  in the m echanisms currently in 
place at EU level to trig ger and alert or to provi de notification of the impact that an unfolding 
chemical incident could have or has on public  health, in order to m ake an e arly risk 
assessment or to develop an EU case definitio n to control and contain the im pact on public 
health of a chem ical incident . Standard operating procedures for public health im pact of a 
chemical event at EU level, and possibly propos al of new provisions would provide a stronger 
basis for addressing the public health aspects of chemical incidents. 

                                                 
64 Melamine accum ulates i n the b ody a nd causes t oxicity probl ems. Pro ducts acr oss t he globe cont aining 

contaminated milk have been imported from China in 2008. According to WHO, more than 51 900 infants and 
young children in China were hospitalized for urinary problems, possible renal tube blockages and possible kidney 
stones related to the consumption of melamine contaminated infant formula and related dairy products. Six deaths 
among infants have been confirmed in mainland China. 

65 http://ec.europa.eu/health/preparedness_response/docs/iridium_1_2011_frep_en.pdf 

http://ec.europa.eu/health/preparedness_response/docs/iridium_1_2011_frep_en.pdf
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There were dif ficulties in m anaging cross-bord er chem ical events, as s hown in the Iridium 
exercise report. (Sectors concerned were chemicals, transport, health, and maritime transport). 

There was an absence of  management measures at EU level to tack le the heat waves in 2003 
when people died due to the heat; no discussi on of coordinated m easures, for exam ple on 
sharing of hospital capacities across national borders. 

The absence of adequate coordination of measures at EU level and of the follow up to the spill 
of aluminium sludge in Hungary, affecting the Danube River in 2010 (Environm ent, 
chemicals, health and civil protection was another example). 

5.4.4. Coherence and possible synergy with other relevant instruments 

In a m ore general strategic fram ework, the health  security initiative will help implement the 
European Health Strategy 66 and also contribute to the objectives of  Europe 2020 67 by 
promoting health as an integral part of the smart and inclusive growth objectives. Furthermore, 
it will contribute to the overall E uropean Se curity context and will build on existing 
instruments and strategies related to disaster prevention and control. 

Several principle areas under the TFEU are dealing with E U disaster prevention and control. 
Mechanisms rela ted with EU disaster preven tion and contr ol cover c ivil pro tection (Artic le 
196), solidarity clause (A rticle 222), EU financial assistan ce (Article 122), hum anitarian aid 
(Article 214), cohesion policy a nd home affairs. In addition , TFEU lays  down provisions on 
EU's external action in  relation with internat ional cooperation on assist ance in case of natural 
or man-made disasters (Article 21). Furthermore, EU secondary legislation establishes specific 
rules in the field of EU disaster prevention and control (e.g. Seveso II). 

The EU has a series  of policies, m echanisms and instrum ents to  cater for preven tion and  
control of serious cross border threats to hea lth and deve lop capacities to m anage crises68. A 
non-exhaustive list includes the civil protection mechanism, the Internal Security Strategy, the 
Cohesion and Solidarity Funds, pan-European alert networks such as ECURIE, to name only a 
few69. 

All these are managed by the responsible Comm ission services. Furthermore, over twenty EU 
Agencies provide inform ation and advice, oversee operations and support policym aking. 
Crisis management coordination at corporate level is done through ARGUS, the Commission's 
crisis management corporate system. The Co mmission ensures broader internal coordination 
by m eans of an inter-service group on Co mmunity Capac ity in Cris is Managem ent which 
brings together all relevant Dire ctorates-General and services as well as EU Agencies. In this 
group DG SANCO has infor med on the health securi ty initiative and has also received input 
for the impact assessment.  

                                                 
66 Health Strategy: COM(2007) 630 fin al - Wh ite p aper - Together fo r Health: A Strategic Ap proach fo r th e EU 

2008-201; http://ec.europa.eu/health-eu/doc/whitepaper_en.pdf 
67 EU 2020- EU Strategy for smart, sustainable and inclusive growth; http://ec.europa.eu/europe2020/index_en.htm 
68 See detailed information in annex 7 
69 For further details, please see the "Inventory of Crisis Management Capacities in Commission and Agencies" 

http://ec.europa.eu/health-eu/doc/whitepaper_en.pdf
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The health s ecurity initiative is part of the ov erall EU m echanisms and strateg ies for dis aster 
prevention and control. It will l ead to inten sified inter-action with all relevant sector specific 
disaster management structures which are in operation at EU level. 

In the area of health security, there are already a number of EU structures in place, namely: 

- EU Agencies, such as the European Food Sa fety Authority (EFSA),  European Medicines 
Agency (EMA), European Maritime Safety Agency (EMSA), European Monitoring Centre for 
Drugs and Drug Addiction (EMCDDA), Euro pean Agency for Safety and Health at W ork 
(EU-OSHA) and the European Chemicals Agency (ECHA); 

- designated networks such as the Animal Disease Notification System (ADNS), Rapid Alert  
System for Feed and Food (RASFF), Eur opean Telecomm unication Network in 
Pharmaceuticals (EUDRANET), Ra pid Alert System for N on-Food Dangerous Products 
(RAPEX), Monitoring and Information Centre (MIC), and RAS-CHEM, which is a rapid alert 
system for chemical health risks; 

- scientific comm ittees (on consum er products , health and environm ent risks and newly 
identified health risks) are in charge of risk assessment, depending on the type of threat70; 

To avoid overlaps with the existing structures, a gap analysis based on the m echanisms and 
structures in  place  with in th e Comm ission and various EU Agen cies, such as the European  
Centre for Disease Prevention and  Control, th e European Medicines Agency, the European 
Food Safety Authority and Frontex was done to support this im pact assessment. The review 
revealed that these s tructures do n ot addres s cross bord er health threats preparedness an d 
response in a sufficient m anner. Especially, th ey do not provide a coherent and satisfactory 
basis for decisions on public heal th measures that m ight be nece ssary to m anage risks and to 
ensure effective follow-up of ev ents. Also, many of the s tructures are operated without being 
sufficiently inter-linked with authorities and ag encies responsible for public health in the 
Member States and/or at EU level. 

The Health  Security I nitiative will contribu te to o ther EU initiative s in the ar ea of  law  
enforcement and civil protection: 

The initiative will help put in place the EU Internal Security Strategy71, which makes specific 
reference to the health security initiative. 

The initiative will be ins trumental to strengthen chemical and biological security in the EU as 
set out in the CBRN act ion plan 72. The close cooperation that is ongoing between Mem ber 
States' authorities and agencies and DG HOME  and SANCO, backed up by Europol and the 
European Centre for Disease Prevention and Control, and which is undertaken in the 

                                                 
70 http://ec.europa.eu/health/scientific_committees/policy/index_en.htm 
71 h ttp://ec.europa.eu/commission_2010-2014/malmstrom/archive/internal_security_strategy_in_action_en.pdf 
72

 http://www.europarl.europa.eu/meetdocs/2009_2014/documents/com/com_com(2009)0273_/com_com(2
009)0273_en.pdf;  

http://ec.europa.eu/health/scientific_committees/policy/index_en.htm
http://www.europarl.europa.eu/meetdocs/2009_2014/documents/com/com_com(2009)0273_/com_com(2009)0273_en.pdf
http://www.europarl.europa.eu/meetdocs/2009_2014/documents/com/com_com(2009)0273_/com_com(2009)0273_en.pdf
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framework of the “bridging security and heal th” arrangem ent will be reinforced  through  
improved cross border health threats preparedness and response as a result of the initiative. 

In the area of civil protection, the Commission adopted on 5 March 2008 a Communication on 
reinforcing the Union' s disaster response capacity .73 It was followed after by a Comm ission 
Communication of 26 O ctober 2010 on "Towards a stronger European disa ster response: the 
role of civil protection and humanitarian ass istance"74. EU co-operation in the field of civil 
protection aims to better protec t people, their environm ent, property and cultura l heritage in 
the event of major natural or manmade disasters occurring both inside and outside the EU. 

Close cooperation between DG ECHO, DG SANC O, backed up by ECDC, in preparedness 
and response to civil disasters  is ongoing and has proven to be effective in several crisis 
situations. 

In 2010 under the “Ins trument for Stability ” th e EU starte d a proje ct that will a llow third 
countries to  collabo rate in num erous regions of  the world to build cap acities for m itigating 
risks from chemical, biological, radiological and nuclear materials, irrespective of the origin of 
the risk (natural, crim inal, industrial accident).  Possible syn ergies will be explored under the 
Health Security Initia tive with the activities of these regional CBRN ( Chemical, Biological, 
Radio-Nuclear) Centres of Excellence. 

                                                 
73 COM(2008) 130 final: http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2008:0130:FIN:EN:PDF 
74 CO M(2010) 600 final: 

http://ec.europa.eu/echo/civil_protection/civil/prote/pdfdocs/COM_2010_600_European_disaster_response_en.pdf 
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5.5. Duration and financial impact  

 Proposal/initiative of limited duration  

–  Proposal/initiative in effect from [DD/MM]YYYY to [DD/MM]YYYY  

–  Financial impact from YYYY to YYYY  

 Proposal/initiative of unlimited duration 

– Full-scale operation on the day fo llowing that of its publication in the Official Journal of 
the European Union. 

5.6. Management mode(s) envisaged75  

 Centralised direct management by the Commission  

 Centralised indirect management with the delegation of implementation tasks to: 

–  executive agencies  

–  bodies set up by the Communities76  

–  national public-sector bodies/bodies with public-service mission  

–  persons entrusted with the im plementation of specific actions pursuant to Title V of  the 
Treaty on E uropean Union and identified in the relevant basic ac t with in the m eaning of 
Article 49 of the Financial Regulation  

 Shared management with the Member States  

 Decentralised management with third countries  

 Joint management with international organisations (to be specified) 

If more than one management mode is indicated, please provide details in the "Comments" section. 

Comments  

Where the (potential) serious cross-border threats to  health is rela ted to  a communicable dise ase or 
from unknown origin, the European Centre for Disease P revention and Control (ECDC) will be  
involved in the areas of preparedness and response planning, and risk monitoring and assessment. 

                                                 
75 Details of m anagement modes and re ferences t o t he Financial R egulation m ay be fo und o n t he B udgWeb si te: 

http://www.cc.cec/budg/man/budgmanag/budgmanag_en.html 
76 As referred to in Article 185 of the Financial Regulation. 

http://www.cc.cec/budg/man/budgmanag/budgmanag_en.html
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6. MANAGEMENT MEASURES  

6.1. Monitoring and reporting rules  

Specify frequency and conditions. 

The expenditure will be monitored on an annual basis in order to both assess headway towards 
the achievement of its specific objectives again st its outcome and impact indicators and allow 
for any necessary adjustments of the policy and funding priorities.  

Given that expenditure will mainly be covered by the Health Programme, the expen diture will 
be subject to the m id-term ter m a nd ex- post evaluation of the Programme. A m id-term 
evaluation will a im at m easuring progress  m ade in meeting the Programm e objectives, 
determining whether its resources have been used efficiently and assessing its European added 
value.  

The ex-post evaluation of the cu rrent Programme (2008 – 2013), wh ich is foreseen before the 
end of 2015, will also provide useful elements for the implementation of the Programme 2014 
– 2020. 

Expenditure not covered by the Programm e, i e the expen ses financed  by Medical services, 
from BL 2601, will be subject to an evaluatio n every 5 years, where the Comm ission shall 
examine the need to am end this Regulation  and shall present a report to the European 
Parliament and the Co uncil on  its  application  accompanied, if appro priate, by a legislative 
proposal. In this respect,  

6.2. Management and control system  

6.2.1. Risk(s) identified  

The main risks are the following: 

* Risk of inefficient or non-econom ic use of  funds awarded for procurem ent (som etimes 
limited number of econom ic providers with the required specialist  knowledge entailing 
insufficient possibilities to compare price offers); 

* Reputational risk for the Comm ission, if fra ud or crim inal activities are discovered; only 
partial assurance can be drawn from the third parties' internal control systems due to the rather 
large number of heterogeneous contractors and beneficiaries, each operating their own control 
system, often rather small in size. 

6.2.2. Control method(s) envisaged  

The budget will be implem ented by centralised direct m anagement, though parts of the 
implementation tasks m ight be delegated to th e ECDC. Thi s agency set up its own internal 
control system, is supervised by DG SANCO, and audited by the Court of Auditors. 
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DG SANCO and the ECDC alike put in pla ce inte rnal p rocedures th at aim  at co vering the 
risks identified above. The intern al procedures are in full compliance with the financial 
regulation and include cost-benef it considerations. Within this f ramework, SANCO continues 
to explore possibilities to enhance the m anagement and to inc rease sim plification. Main 
features of the control framework are the following: 

Characteristics of the selection process of offers: each call for proposal/tender is based on 
the annual Work Programme adopted by the Commission. In each call, the exclusion, selection 
and award criteria for selecting proposals/offe rs are published. Against these criteria, an 
evaluation comm ittee, p ossibly a ssisted by external experts, evalu ates each p roposal/offer 
observing the principles of inde pendence, transparency, proportionality, equal treatm ent and 
non-discrimination. 

External Communication strategy: DG SANCO has a well developed communication 
strategy that seeks to ensure the contractors'/beneficiaries' full understanding of the contractual 
requirements and provisions. Following m eans are being used: EUROPA website, "frequently 
asked questions", a help desk, extensive guidanc e notes as well as inf ormation meetings with 
beneficiaries/contractors. 

* Controls before and during the implementation of contracts: 

- DG SANCO uses the m odel service contra cts recomm ended by the Comm ission. They 
provide for a number of control provisions such  as audit certificates, financial guarantees, on-
site audits as well as inspections by OLAF. 

- All staff signs the code of good adm inistrative behaviour. St aff who are involved in the 
selection procedure or in the management of the contracts also sign a declaration of absence of 
a conflict of interest. Staff is regularly trained and uses networks to exchange best practices. 

- Technical implementation of a contract is checked at regular intervals at the desk on the basis 
of technical progress reports of the contractor; in addition contractors'  meetings and on-site-
visits are foreseen on a case by case basis. 

- DG SANCO' s financial procedures are supporte d by the Comm ission's IT tools and have a  
high degree of segregation of dutie s: all f inancial transactions related to contracts are verified 
by two independent persons before they are sign ed by the authorising officers responsible for 
the activity. Operational initiation and verification is carried out by different m embers of staff 
of the policy areas. Paym ents are m ade on th e basis of a num ber of  pre-defined supporting 
documents such as approved technical reports as  well as verified cost claims and invoices. For 
a sam ple of transactions, the central financ ial cell perf orms second-level ex-ante desk 
verification; on a case by case basis, also an ex-ante on-site financial control can be carried out 
prior to final payment. 

* Controls at the end of the contract:  

DG SANCO has a c entralised au dit team  which ve rifies on-the- spot the e ligibility of  cost 
claims. The aim of these controls is to prevent, detect and correct material errors related to the 
legality and  regular ity of  f inancial tran sactions. W ith a v iew to ach ieving a high control 
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impact, the selection of contractors to be audited foresees to (a) combine a risk based selection 
with a random sampling, and (b) pay attention to operational aspects whenever possible during 
the on-site audit. 

* Costs and benefits of controls:  

The Programme 's m anagement and control m easures are designed on the basis of past  
experience: in the pas t three years, the established internal control system  ensured an average 
residual error rate of less than 2% as well as compliance with the procurement procedures laid 
down in the financial regulation. These are th e two m ain "control obj ectives" of both the 
previous and the new Health Programme. 

As the m ain design features of the new Progra mme are not significantly different from  the 
previous Programme, the risks related to Programme implementation are considered to remain 
relatively stable. Thus, the established m anagement and c ontrol measures are planned to be 
continued; nevertheless, furthe r simplifications that m ight becom e possible under the new 
financial regulation will be taken up as soon and as far as possible. 

Thanks to risk based ex-ante a nd ex-post controls as well as desk checks and on-site audits, 
the "control objectives" will be ach ieved at a re asonable cost level. The benefits of achieving 
an average residual error rate of less than 2% and compliance with the provisions of the  
financial regulation are assessed as sufficiently im portant to justify the chosen m anagement 
and control measures. 

6.3. Measures to prevent fraud and irregularities  

Specify existing or envisaged prevention and protection measures. 

In addition to the application of all regulatory control mechanisms, DG SANCO will devise an 
anti-fraud strategy in lin e with the Comm ission's new anti-f raud strategy (CAFS) adopted on 
24 June 2011 in order to ensure inter alia that it s internal anti-fraud related controls are fully 
aligned with the CAFS and that its fraud risk management approach is geared to identify fraud 
risk areas and adequate responses. Where nece ssary, networking groups and adequate IT tools 
dedicated to analysing fraud cases will be set up in particular a series of measures such as: 

- decis ions, agreem ents and contracts resulting from  the im plementation of the Health  
Programme will expressly entitle the Commission, including OLAF, and the Court of Auditors 
to conduct audits, on-the-spot checks and inspections; 

- during the evaluation phase of a call for proposals/tender, the proposers and tenderers are 
checked against the published exclusion criteria  based on declarations and the Early W arning 
System (EWS); 

- the rules  governing  the elig ibility of costs will be s implified in  accordance with th e 
provisions of the Financial Regulation; 
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- regular training on issues related to fraud and i rregularities is given to  all staff involved in 
contract m anagement as well as to auditors and controllers who verify the beneficiaries'  
declarations on the spot. 
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7. ESTIMATED FINANCIAL IMPACT OF THE PROPOSAL/INITIATIVE  

7.1. Heading(s) of the multiannual financial framework and expenditure budget line(s) 
affected  

• Existing expenditure budget lines  

In order of multiannual financial framework headings and budget lines. 

Budget line Type of  
expenditure Contribution  

Heading of 
multiannual 

financial 
framework 

Number  
[Description………………………...……….
] 

Diff./non-
diff. 
(77) 

from 
EFTA78 

countries 

from 
candidate 
countries79 

from third 
countries 

within the meaning 
of Article 18(1)(aa) 

of the Financial 
Regulation  

3. Security 
and 

citizenship 

17 03 06 

Union action in the field of health 
Diff. YES YES NO NO 

3. Security 
and 

citizenship 

17 01 04 

Programme of the Eur opean Union 
action in the field of health – 
Expenditure on adm inistrative 
management 

non-diff. YES YES NO NO 

5. 
Administrati

on 

17 01 02 11 

External st aff an d ot her management 
expenditure in sup port of th e ‘Health  and 
consumer prot ection’ policy area – Other  
management expenditure 

non-diff. YES YES NO NO 

5. 
Administrati

on 

26 01 50 01 

Administrative expenditure of the 
'Commission's adm inistration' policy 
area – Personnel policy and 
management – Medical service 

non-diff. NO NO NO NO 

• New budget lines requested  

In order of multiannual financial framework headings and budget lines. 

Heading of 
Budget line Type of Contribution  

                                                 
77 Diff. = Differentiated appropriations / Non-diff. = Non-Differentiated Appropriations 
78 EFTA: European Free Trade Association.  
79 Candidate countries and, where applicable, potential candidate countries from the Western Balkans. 
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expenditure
multiannual 

financial 
framework 

Number  
[Heading…………………………………
…..] 

Diff./non-
diff. 

from 
EFTA 

countries 

from 
candidate 
countries 

from third 
countries 

within the meaning 
of Article 18(1)(aa) 

of the Financial 
Regulation  
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7.2. Estimated impact on expenditure  

7.2.1. Summary of estimated impact on expenditure  

EUR million (to 3 decimal places) in current prices  

Heading of multiannual financial 
framework:  

Number 
3 Security and citizenship 

 

DG: SANCO   Year 
201380 

Year 
2014 

Year 
2015 Subsequent years TOTAL81 

 Operational appropriations       

Commitments (1) 2.081 2. 123 2. 165 =(commitment 
year-1)*1.02  

17 03 06 
Payments (2) 0.694 1. 415 2. 165   
Commitments (1a)      

Budget line 
Payments (2a)      

Appropriations of a n adm inistrative nature fin anced 
 from the envelope for specific programmes82       

17 01 04  (3) 0.084 0. 086 0. 088 =(commitment 
year-1)*1.02  

Commitments =1+1a 
+3 2.165 2. 209 2. 253   

TOTAL appropriations 
for DG SANCO 

Payments 
=2+2a 

+3 
0.778 1. 501 2. 253   

                                                 
80 Year N is the year in which implementation of the proposal/initiative starts. Depends on year of adoption of the Decision (co-decision procedure). 
81 For the first three years. Every three years, a technical report on the activities of the Early Warning and Response System and other activities carried out in the 

context of the implementation of this Decision from the previous years will be forwarded to the European Parliament and the Council. 
82 Technical and/or administrative assistance and expenditure in support of the implementation of EU programmes and/or actions (former "BA" lin es), indirect 

research, direct research. 
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Commitments (4) 2.081 2. 123 2.165 =(commitment 
year-1)*1.02  

 TOTAL operational appropriations  
Payments (5) 0.694 1. 415 2.165   

 TO TAL appropriations of an a dministrative nature 
financed from the envelope for specific programmes  

(6) 0.084 0. 086 0.088 =(commitment 
year-1)*1.02  

Commitments =4+ 6 2.165 2. 209 2.253   TOTAL appropriations  
under HEADING 3 Security and 

citizenship 
of the multiannual financial framework 

Payments =5+ 6 0.778 1. 501 2.253   

If more than one heading is affected by the proposal / initiative: 
Commitments (4)      

 TOTAL operational appropriations  
Payments (5)      

 TO TAL appropriations of an a dministrative nature 
financed from the envelope for specific programmes  

(6)      

Commitments =4+ 6      TOTAL appropriations  
under HEADINGS 1 to 4 

of the multiannual financial framework 
(Reference amount) 

Payments =5+ 6      

 

Heading of multiannual financial 
framework:  5 " Administrative expenditure " 

EUR million (to 3 decimal places) in current prices 

   Year20
13 

Year 
2014 

Year 
2015 Subsequent years  TOTAL 

DG: SANCO 
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 Human resources (17 01 01 01) 0;540 0.540 0.540 0.540
 Other administrative expenditure (17 01 02 11) 0.096 0.096 0.096 0.09 6

TOTAL DG SANCO Appropriations   

 

 
  Year 

2013 
Year 
2014 

Year 
2015 

… enter as many years as 
necessary to show the duration 

of the impact (see point 1.6)  
TOTAL 

DG: HR 
 Human resources 83        

 Other administrative expenditure (26 01 50 01) 0.030       

TOTAL DG HR Appropriations  0.030       

 

TOTAL appropriations 
under HEADING 5 

of the multiannual financial framework  
(Total com mitments 
= Total payments)        

EUR million (to 3 decimal places) 

 
  Year 

N84 
Year 
N+1 

Year 
N+2 

… enter as many years as 
necessary to show the duration 

of the impact (see point 1.6) 
TOTAL 

Commitments        TOTAL appropriations  
under HEADINGS 1 to 5 

of the multiannual financial framework  Payments        

                                                 
83 Joint procurement of pandemic influenza vaccines coordinated by DG SANCO 
84 Year N is the year in which implementation of the proposal/initiative starts. 
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7.2.2. Estimated impact on operational appropriations  

–  The proposal/initiative does not require the use of operational appropriations  

–  The proposal/initiative requires the use of operational appropriations, as explained below: 

 Year 
2013 

Year 
2014 

Year 
2015 TOTAL 

OUTPUTS 
Indicate objectives and 

outputs  

 

 Type of output85 

 

Average 
cost  

of the 
output 

N
um

be
r 

of
 o

ut
pu

ts
86

 

Cost 

N
um

be
r 

of
 o

ut
pu

ts
87

 

Cost 

N
um

be
r 

of
 o

ut
pu

ts
 

Cost 

Total 
number 

of 
outputs

88 

Total  
cost 

SPECIFIC OBJECTIVE  
No 189 

Preparedness and response 
planning 

            

 output New preparedness plans established at EU and national level  1 0.066 0 0.000 0 0.000 1 0.066 

 output Further developed generic preparedness principles (possible 
detailed provisions for specific threats)  

 1 0.066 1 0.066 1 0.066 3 0.198 

 output Preparedness and res ponse planning i n critical sectors of 
society  

 1 0.066 0 0.000 0 0.000 1 0.066 

                                                 
85 Outputs are products and services to be supplied (e.g.: number of student exchanges financed, number of km of roads built, etc.). 
86 Only outputs at EU level are considered 
87 Only outputs at EU level are considered 
88 Only outputs at EU level are considered 
89 As described in Section 1.4.2. "Specific objective(s)…" 
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 output Agreements on minimum core capacities and shared standards 
at EU level to address IHR 

 1 0.066 1 0.066 1 0.066 3 0.198 

 output  Proposal to set up a joint procurement mechanism and its 
implementation: countries participating, medical counter-
measures purchased through this mechanism 

 1 0.066 0 0.000 0 0.000 1 0.066 

Sub-total for specific 
objective N°1 

  5 0.330 2 0.132 2 0.132 9 0.594 

SPECIFIC OBJECTIVE  
No 2 

Risk monitoring and 
assessment 

              

output Standard operation procedures in place and memoranda of 
understanding agreed with relevant sectors to closer link 
existing notification structures  

 1 0.050 1 0.050 1 0.050 3 0.150 

 EU tailor-made criteria implemented for notification of health 
threats agreed at EU level 

 1 0.050 0 0.000 0 0.000 1 0.050 

 Links to IHR established  1 0.050 0 0.000 0 0.000 1 0.050 

 Strengthened capacities in place for assessment of health 
threats, regardless of their cause, and networks in place  

 3 0.100 0 0.000 0 0.000 3 0.100 

Sub-total for specific 
objective N°2 

  6 0.250 1 0.050 1 0.050 8 0.350 

SPECIFIC OBJECTIVE  
No 3 

Risk management 

 

output Sustainable mechanism (operational EU health group) and 
structure in place for EU wide crisis management  

 1 0.063 0 0.000 0 0.000 1 0.063 
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output Standard Operation procedures for crisis management agreed 
with Member States 

 1 0.063 0 0.000 0 0.000 1 0.063 

output Internal rules of procedures established for a unique structure 
(level of participation of Member States) 

 1 0.062 0 0.000 0 0.000 1 0.062 

output Committee in charge of implementing acts put in place  1 0.062 0 0.000 0 0.000 1 0.062 

Sub-total for specific 
objective N°3 

  4 0.250 0 0.000 0 0.000 4 0.250 

SPECIFIC OBJECTIVE  
No 4 

Risk and crisis 
communication 

             

output Agreement on reinforced operating procedures for risk and 
crisis communication (who, why, when, where, how, what) 

 1 0.050 0 0.000 0 0.000 1 0.050 

output Campaigns implemented; exercises carried out; common press 
statements, com munication t ools, br ochures, gu idance 
documents, posters etc produced; 

 3 1.201 5 1.941 5 1.983 13 5.125 

Sub-total for specific 
objective N°4 

  4 1.251 5 1.941 5 1.983 14 5.175 

TOTAL COST 
 

0.193 19 2.081 8 2.123
90 8 2.165

91 
35 6.369 

                                                 
90 =(comm itment year-1)*1.02 
91 =(comm itment year-1)*1.02 
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7.2.3. Estimated impact on appropriations of an administrative nature 

7.2.3.1. Summary  

–  The proposal/initiative does not require the use of adm inistrative 
appropriations  

–  The proposal/initiative requires the use of adm inistrative appropriations, as 
explained below: 

EUR million (to 3 decimal places) in current prices 

 Year 
2013 92 

Year 
2014 

Year 
2015 Subsequent years TOTAL 

 

HEADING 5 
of the multiannual 

financial framework 
     

Human resources  0.540 0.540 0.540   

Other administrative 
expenditure (17 01 
02 11) 

0.096 0. 096 0. 096 0.096  

Administrative 
expenditure of the 
'Commission's 
administration' 
policy area – 
Personnel policy and 
management - 
Medical service (26 
01 50 01 

0.030     

Subtotal HEADING 5 
of the multiannual 

financial framework  
     

 

Outside HEADING 593 
of the multiannual 

financial framework  
     

Human resources       

Other expenditure  
of an administrative 
nature (17 01 04) 

0.084 0. 086 0. 088 =(commitment year-1)*1.02  

Subtotal  
outside HEADING 5 
of the multiannual 

     

                                                 
92 Year N is the year in which implementation of the proposal/initiative starts. 
93 Technical and/ or a dministrative assi stance and e xpenditure i n s upport of t he i mplementation of EU 

programmes and/or actions (former "BA" lines), indirect research, direct research. 
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financial framework  

 

TOTAL     
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7.2.3.2.  Estimated requirements of human resources  

–  The proposal/initiative does not require the use of human resources  

–  The proposal/initiative requires the us e of hum an resources, as explained 
below: 

Estimate to be expressed in full amounts (or at most to one decimal place)  

 
Year 
2013 

Year 
2014 

Year 
2015 

Year 
N+3 

… enter as many years 
as necessary to show 
the duration of the 

impact (see point 1.6) 

 Establishment plan posts (officials and temporary agents) 

17 01 01 01 (Headquarters and Commission’s 
Representation Offices)  4 

  
4 

 4  
4 

 
4 

 
4 

 
4 

XX 01 01 02 (Delegations)        

XX 01 05 01 (Indirect research)        

10 01 05 01 (Direct research)        

 External personnel (in Full Time Equivalent unit: FTE)94 

XX 01 02 01 (CA, INT, SNE from the "global 
envelope") 0.5 0.5 0. 5 0. 5 0.5 0.5 0.5 

XX 01 02 02 (CA, INT, JED, LA and SNE in 
the delegations)        

- at Headquarters96        
XX 01 04 yy 95 

- in delegations         

XX 01 05 02 (CA, INT, SNE - Indirect 
research)        

10 01 05 02 (CA, INT, SNE - Direct research)        

Other budget lines (specify)        

TOTAL 4.5 4.5 4.5 4.5 4.5 4.5 4.5 

XX is the policy area or budget title concerned. 

The human resources required will be met by staff from the DG who are already assigned to 
management of the action and/or have been redeployed within the DG, together if necess ary 
with any additional allocation which m ay be granted to t he managing DG u nder the annual 
allocation procedure and in the light of budgetary constraints. 

                                                 
94 CA= Contract Agent; INT= agency staff (" Intérimaire"); JED= " Jeune Expert en Délégation" (Young 

Experts in Delegations); LA= Local Agent; SNE= Seconded National Expert;  
95 Under the ceiling for external personnel from operational appropriations (former "BA" lines). 
96 Essentially fo r Stru ctural Funds, Eur opean Ag ricultural Fund for R ural Devel opment (EA FRD) a nd 

European Fisheries Fund (EFF). 
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Description of tasks to be carried out: 

Officials and temporary agents  

External personnel  
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7.2.4. Compatibility with the current multiannual financial framework  

–  Proposal/initiative is compatible the current multiannual financial fram ework 
and with the 2014-2020 m ultiannual financial fram ework as proposed in 
Commission Communication COM(2011)500. 

–  Proposal/initiative will entail reprogra mming of the relevant heading in the 
multiannual financial framework. 

Explain what reprogramming is required, specifying the budget lines concerned and the corresponding 
amounts. 

–  Proposal/initiative requires application of the flexibil ity instrument or revision 
of the multiannual financial framework1. 

Explain what is required, specifying the headings and budget lines concerned and the corresponding 
amounts. 

7.2.5. Third-party contributions  

–  The proposal/initiative does not provide for co-financing by third parties  

–  The proposal/initiative provides for the co-financing estimated below: 

Appropriations in EUR million (to 3 decimal places) 

 
Year 

N 
Year 
N+1 

Year 
N+2 

Year 
N+3 

… enter as many years as 
necessary to show the duration 

of the impact (see point 1.6) 
Total 

Specify the co-financing 
body          

TOTAL appropriations 
cofinanced          

                                                 
1 See points 19 and 24 of the Interinstitutional Agreement. 
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7.3. Estimated impact on revenue  

–  Proposal/initiative has no financial impact on revenue. 

–  Proposal/initiative has the following financial impact: 

 on own resources  

 on miscellaneous revenue  

EUR million (to 3 decimal places) 

Impact of the proposal/initiative2 

Budget revenue line: 

Appropriation
s available for 
the ongoing 
budget year 

Year 
N 

Year 
N+1 

Year 
N+2 

Year 
N+3 

… insert as many columns as necessary 
in order to reflect the duration of the 

impact (see point 1.6) 

Article ………….         

 

                                                 
2 As regards traditional own resources (customs duties, sugar levies), the amounts indicated must be net 

amounts, i.e. gross amounts after deduction of 25% for collection costs. 


