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Abstract 

The Analytical Study suggests that the seven EU agencies in the 
health and safety field demonstrate strong European added 
value and that this is widely recognised by Member States and 
other stakeholders including business. The agencies have played 
an important role in the COVID-19 pandemic. More generally. the 
study concludes that the cost of ‘non-agencies’, i.e. a situation 
where the agencies ceased to exist, would be higher to the 
European Commission, national authorities and business than 
the current cost of the seven agencies  to the EU budget. 
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EXECUTIVE SUMMARY 
This study on ‘The Cost of Non-Agencies in the Health and Safety Cluster’ was carried out in the first 
half of 2021 for the European Parliament’s Committee on Budgets by the Centre for Strategy & 
Evaluation Services (CSES).  

To summarise, the two main objectives of this study were to: (i) assess the argument that the creation 
of health and safety cluster agencies may have prevented or mitigated further incidents and crises in 
their areas; and  (ii) to evaluate costs and benefits that the EU agencies may have spared the EU and 
Member States. The study focused on seven EU agencies: the European Union Aviation Safety Agency 
(EASA), European Centre for Disease Prevention and Control (ECDC), European Food Safety Authority 
(EFSA), European Medicines Agency (EMA), European Maritime Safety Agency (EMSA), European Union 
Agency for Railways (ERA) and the European Agency for Safety and Health at Work (EU-OSHA). The 
research built on a 2016 study by CSES on the ‘cost of non-agencies’ with relevance to the single 
market, which used a similar methodology. 

The study involved desk research to analyse information about the EU agencies. In addition, we 
undertook an interview programme with 50 EU agency staff, national authorities and other key 
stakeholders, and an online survey that elicited 126 responses. Towards the end of the assignment, an 
online focus group was organised that was attended by participants from the agencies. 

Role in Preventing or Reducing the Effects of Crises 
The EU agencies in the health and safety cluster have played an important role in helping to mitigate 
the effects of past crises, either by supporting preventative actions or, after a crisis or incident, by 
producing information to help understand their nature and consequences so lessons can be learnt 
from experience. 

The extent to which the EU agencies have prevented crises and incidents is of course difficult to 
determine with any degree of certainty: the fact that crises and incidents have not occurred could be 
evidence of the role played by the agencies but it is not possible to say what would have happened in 
a counter-factual situation. Many examples of the role played by the EU agencies are provided in the 
report.  

In relation to the COVID-19, the EU agencies in the health and safety cluster have played an important 
role in the pandemic, albeit in different ways.  Helping to tackle the COVID-19 pandemic has been a 
high priority for all the agencies and our assessment suggests that they have been quick to react to the 
crisis.  While some of the EU agencies (ECDC, EMA) have been directly involved in tackling the virus 
through their activities in COVID-19 monitoring of epidemiological data and the approval of vaccines, 
respectively. In other cases, the agencies in this cluster have helped to contain the spread of the 
pandemic by producing guidance on reducing the risks of contracting the virus and coordinating 
measures in particular sectors to promote good practices (EASA, EU-OSHA, EMSA, and ERA). 

Cost of Non-Agencies in the Health and Safety Cluster 

In relation to the cost of non-agencies, the research examined four scenarios: (i) Scenario 0 – Status 
quo; (ii) Scenario 1 - Member States take over the EU agencies’ functions; (iii) Scenario 2 - the European 
Commission takes over the agencies’ functions; and (iv) Scenario 3 - a combination of the scenarios. 

Taking the status quo scenario, the study estimates that taken altogether, if all seven EU agencies 
ceased to exist, then the theoretical net saving to EU Member States would be the EU grant of EUR 
397.4 million p.a. based on 2020 data. The EU agencies covered by this study are mostly providing 
services to public authorities because health and safety is a public policy matter. As such, it is not 
surprising that the level of public subsidy (via the EU budget) is relatively high as opposed to raising 
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funds by charging fees. For comparison purposes, the 2015 ‘Cost of Non-Agencies with Relevance to 
the Internal Market’ study estimated that the seven agencies covered by that research derived only 
7.6% of their funding from the EU budget compare with the 74% for the health and safety agencies. 

Overall, the assessment of Scenario 1 that although in some cases (EMSA, EMA, ERA), the work 
undertaken by EU agencies could be taken over by national authorities, there would be detrimental 
effects in terms of efficiency and effectiveness. Similarly, some countries without national capabilities 
could be obliged to rely on others to help regulate major sectors of their economies. More generally, it 
would be impossible to replicate many of the benefits to Member States that come about through a 
common approach to issues and sharing of information at the EU level. 

Scenario 1 could entail additional costs for national authorities which would need to invest in 
developing new capabilities which for some smaller Member States could mean building up 
capabilities almost from scratch. Moreover, this would be very challenging for national authorities that 
over the years have become very reliant on the EU agencies.  Significant costs could, however, also arise 
in a Scenario 1 ‘non-agency’ situation for the end-users of several agencies if it became necessary for 
companies to obtain approval to sell products and services from potentially up to 27 different national 
authorities. In reality, however, it is unlikely that companies would have to obtain certification in all 
EU27 countries. 

The assessment suggests there is a more mixed picture with Scenario 2 than with Scenario 1.  On the 
one hand, it is probable that the European Commission has neither the expertise nor experience to 
take over many of the roles currently carried out by the agencies, especially where this involves 
enforcing regulations and exercising a certification role. Moreover, there are unlikely to be any saving 
of costs and some argue that Scenario 2 would simply involve re-creating the functions of the EU 
agencies in a different guise. Last but not least, Scenario 2 is widely seen as unlikely because it would 
lead to a confusion of the functions of policymaking and policy implementation. 

Scenario 3 is the most likely situation to arise in a ‘non-agencies’ situation. In essence, the Commission 
would be likely to take over some functions, especially where these involve an EU-wide regulatory role, 
while existing but perhaps some new national agencies undertake other functions (e.g. research, 
analysis of health and safety data, guidance) previously handled by the EU agencies.  

Overall, it is clear from the research that the EU agencies in the health and safety field demonstrate 
strong European added value and that this is widely recognised by Member States and other 
stakeholders including business.  

Possible Implications  
There are a number of possible implications arising from this research. 

First, EU agencies in the health and safety cluster have worked closely in the COVID-19 pandemic. If 
not already planned, there should be an exercise to share experience regarding their response to the 
pandemic. Lessons could be learnt to increase effectiveness in tackling future crises. 

Secondly, consideration should be given to developing a mechanism for quickly boosting the 
resources available to EU agencies to deal with major crises and incidents that affect the EU as a 
whole. The relatively inflexible nature of the EU budget makes it difficult for agencies to deploy the 
additional resources needed to cope with crises and incidents. 

Looking ahead there is a case for encouraging ongoing networking between the EU agencies in the 
health and safety cluster to strengthen foresight capacity and to help identify common health and 
safety challenges that lie in the future.  

Last but not least, there is a case for ‘cost of non-agencies’ research to be extended to other EU 
agencies and policy domains not covered by the 2016 and 2021 studies.  
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1 INTRODUCTION 
This document contains the final report for the assignment ‘Cost of non-EU Agencies focusing on the 
Health and Safety Cluster of the EU Decentralised Agencies’. This study was carried out for the European 
Parliament by CSES (Centre for Strategy & Evaluation Services LLP) during the first half of 2021. 

1.1 Study Objectives  
To summarise, the objectives of this study were to: 

• Assess the argument that the creation of health and safety cluster agencies may have prevented or 
mitigated further incidents and crises in their areas.  

• Measure and quantify the costs and benefits that the establishment of EU agencies in the field of 
health and safety have spared the EU through the implementation of EU legislation and the 
associated preventative measures taken. 

• Establish whether the benefits from monitoring and early interventions by EU agencies across the 
EU-27 Member States can be quantitatively or qualitatively assessed and establish whether the 
value added is recognised by national authorities, concerned third parties and internationally.  

As argued in the European Parliament’s terms of reference for the study, there has been a tendency for 
the creation of EU agencies in the field of health and safety to be precipitated by a crisis or an incident. 
However, there is a strong argument suggesting that in addition to helping the EU to deal with a crises 
or incidents, the EU agencies provide lasting benefits to Member States by helping to prevent or 
mitigate further occurrences of this sort. The purpose of this study was to examine this proposition and 
to assess the added value of the role being played by the EU agencies in the health and safety field.  A 
further purpose of the study is to establish the extent to which Member States recognise the added 
value of the EU’s health and safety agencies given the role that they play.  

In terms of scope, the study focused on seven EU agencies: the European Union Aviation Safety Agency 
(EASA), European Centre for Disease Prevention and Control (ECDC), European Food Safety Authority 
(EFSA), European Medicines Agency (EMA), European Maritime Safety Agency (EMSA), European Union 
Agency for Railways (ERA) and the European Agency for Safety and Health at Work (EU-OSHA). A short 
profile of these agencies is provided in Section 1.5 below.  

1.2 Final Report  
The final report is structured as follows: 

• Section 2: Role in Preventing or Reducing the Effects of Crises - in this section we assess the role 
of the seven EU agencies in the current pandemic and more generally in crises in the health and 
safety field. 

• Section 3: Cost of Non-Agencies - here we examine what might happen if the EU agencies in the 
health and safety field did not exist (i.e. the ‘cost of non-agencies’ scenarios) and the possible 
consequences for the European Commission, EU Member States and other key stakeholders.  

• Section 4: Conclusions – summarises the study findings and conclusions from the research. 

The final report includes several appendices – a list of secondary sources (Appendices A) and a 
summary matrix containing key data on the seven agencies covered by the study (Appendix B). 
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1.3 Methodological Approach 
The study was carried out during the first half of 2021 and involved a combination of desk research, an 
interview programme, an online survey and a workshop.  

The seven agencies in the health and safety cluster were approached by CSES using first points of 
contact provided by the EU Agencies Network (EUAN). A total of 50 interviews subsequently were 
carried out with various contacts in the agencies, national authorities and others such as companies 
that use the services provided by the agencies. An important input to the research was an online survey 
to obtain opinions on the ‘cost of non-agencies’ in the health and safety cluster. A total of 126 valid 
responses were obtained. The following table summarises the scope of the fieldwork.  

Table 1.1: Summary of Survey Responses 

Interviewees Survey Interviews 

 Number % Number 

EU agencies  14 11.1 15 

National authorities 100 79.4% 20 

Businesses 4 3.2% 2 

Sector associations 5 4.0% 13 

NGOs  3 2.3% 0 

Total 126 100.0% 50 
 

To preserve anonymity, we did not ask survey to identify themselves (unless they wanted to be 
interviewed) but we did ask which agency they mainly dealt with. A breakdown is shown below.  

Figure 1.1: Which is the EU Health and Safety Agency you have mainly dealt with? 

 
Towards the end of the study, a workshop was held with 12 representatives of the EU agencies and 
others including an EP representative. This was used to discuss the study findings and conclusions 
before the study report was finalised.  
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1.4 Previous Research 
In 2016, the European Parliament published a study entitled ‘Analytical Study on the ‘Cost of Non-
Agencies’ with Relevance to the Internal Market’.1 This was highlighted in the specifications for the 
current study, the suggestion being made that a similar methodology should be adopted. 

The key objective of the 2016 study was to estimate the impact on the EU budget and national budgets 
of the creation of the EU agencies and addressing their respective tasks at the European level rather 
than alternative solutions at the national level. The 2016 study concluded that it is considerably less 
costly to carry out the tasks assigned to the agencies at the EU level than it would be if these tasks were 
undertaken by the EU28 Member States.   

In 2016, the cost of operating the seven agencies was a combined EUR 1,025m.  However, the cost to 
the EU’s budget was much lower than this (EUR 78m) because most of the agencies’ revenue (some 
93%) came from fees and charges. These were paid for by companies that used the agencies’ services.  
The extent of dependence on EU funding varied with the three financial supervision agencies (EBA, 
ESMA, EIOPA) being more dependent on grants and the other four agencies (EUIPO, EASA, EMA and 
ECHA) being less dependent. Two agencies (the EUIPO and EMA) do not rely on funding from the EU 
budget to a significant degree at all.2 According to the 2016 study, if the EU Member States took over 
the functions of the seven internal market agencies, the additional costs to national authorities would 
be around EUR 150m to EUR 200m p.a. (based on 2015 data). There would be no net saving therefore 
from a reduction in EU funding to the agencies but rather a net increase of around EUR 72-122m p.a. 
(EUR 150-200 less EUR 78m).  This additional cost would arise from the need to either expand existing 
national agencies or to create new ones to take on the tasks previously carried out by the EU agencies.  

However, according to the 2016 study, the most significant potential impact arising from a ‘non-
agencies’ situation would be on companies seeking to trade across the EU28 Member States in the 
Single Market. If the seven EU agencies’ tasks were transferred to the Member States but the EU 
regulatory frameworks remained in place, the effects on companies seeking to register or certify a 
product or service would probably be quite modest. However, according to the 2016 study, there 
would be far more serious consequences in a situation where there is a lack of EU-level enforcement 
and monitoring by the agencies, with the EU regulatory framework being interpreted differently across 
the Member States or only being partially applied. Under these circumstances, mutual recognition 
would be eroded resulting in the possibility that companies would have to seek certification or 
registration of products and services in up to 28 different countries. Although it was extremely difficult 
to estimate, the 2016 analysis suggested that the additional costs to European companies of a ‘non-
agencies’ scenario could be as high as EUR 1bn.   

1.5 Profile of the EU Agencies in the Field of Health and Safety  
As noted earlier, the study covered the seven EU agencies in the health and safety field. The following 
table provides a brief overview of each of the agencies' main tasks and responsibilities.  
  

                                                             
1  European Parliament, ‘Analytical Study on the ‘Cost of Non-Agencies’ with Relevance to the Internal Market’, Centre for 

Strategy & Evaluation Services, 2016. 
2  The extent of dependence on EU funding varied with the three financial supervision agencies (EBA, ESMA, EIOPA) being 

more dependent on grants and the other four agencies (EUIPO, EASA, EMA and ECHA) being less dependent. Two agencies 
(the EUIPO and EMA) do not rely on funding from the EU budget to a significant degree at all.Two of the EU agencies (EASA 
and EMA) covered by the 2016 study were also covered by the present study but in the case of the other five agencies, the 
proportion of their funding from the EU budget is much higher at 72.4% compared with 7% in the case of the ‘internal 
market’ agencies.  
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Table 1.2: Summary Profile of EU Agencies in the Health and Safety Cluster 

EU Agencies Location Summary of Main Functions Funding 
2020 (% EU) 

European 
Aviation 

Safety Agency 
(EASA) 

Cologne, 
Germany 

(2002) 

EASA is responsible for regulating civil aviation safety in 
the EU. It carries out certification, regulation and 
standardisation tasks. EASA also co-ordinates 
regulatory activities with civil aviation authorities 
outside the EU  

EUR 186.8m 
(21.9%) 

European 
Centre for 

Disease 
Control 
(ECDC) 

Solna, 
Sweden 
(2004) 

The ECDC’s role is to help combat infectious diseases. It 
covers a wide spectrum of activities, such as: 
surveillance, epidemic intelligence, response, scientific 
advice, microbiology, preparedness, public health 
training, international relations, and health 
communication.  

EUR 64.1 
(92%) 

European 
Foods Safety 

Authority 
(EFSA) 

Palma, Italy 
(2002) 

EFSA provides independent scientific advice of food 
safety issues and monitors existing and emerging risks 
associated with the food chain. The agency’s remit 
covers the risks associated with the food chain, 
including nutrition, feed safety, animal health and 
welfare, plant protection, and environmental 
protection.  

EUR 118.6m 
(97.4%)  

European 
Medicines 

Agency (EMA) 

Amsterdam, 
Netherlands 

(1995) 

The EMA is responsible for the evaluation and 
regulation of medicinal products. The agency’s main 
role is the authorisation of medicines in the EU through 
the certification procedure it carries out on behalf of 
Member States (especially in relation to new products) 
and pharmaco vigilance of medicines.  

EUR 385.9m 
(14.3%) 

European 
Maritime 

Safety Agency 
(EMSA) 

Lisbon, 
Portugal 

(2002) 

The EMSA’s role is to help reduce the risk of maritime 
accidents and marine pollution by helping to enforce 
EU legislation. The agency carries out inspections, and 
monitoring shipping activities and movements in 
relation to vessels owed by companies in the EU and 
third countries.  

EUR 85.1m 
(96.7%) 

European 
Union Agency 

for Railways 
(ERA) 

Lille, France 
(2004) 

ERA’s role is to set mandatory requirements for 
European railways and manufacturers in the form of 
technical specifications for interoperability in the 
context of the Trans-European Rail system. It became an 
executive agency in 2019 after implementation of the 
‘Fourth Railway Package’. Since then, ERA can set and 
enforce standards for trains.  

EUR 30.2m 
(96.0%) 

European 
Agency for 

Safety & 
Health at 
Work (EU-

OSHA) 

Bilbao, Spain 
(1995) 

EU-OSHA is responsible for collecting, analysing and 
disseminating information on health and safety at work. 
EU-OSHO is one of the three tripartite agencies. The 
agency provides Member States with information and 
advice on legislation, research priorities, health and 
safety issues and trends, and good practices. 

EUR 16.0m 
(99.3%) 
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2 ROLE IN PREVENTING OR REDUCING THE EFFECTS OF CRISES 
This section examines the argument that the creation of health and safety cluster agencies may have 
prevented or mitigated incidents and crises in their areas. The section includes assessment of how the 
agencies have contributed to the EU’s response to the COVID-19 pandemic.   

The European Parliament’s terms of reference highlighted a number of questions relating to the role 
of the EU agencies in the COVID-19 pandemic and in relation to health and safety incidents and crises 
generally. The questions are summarised below. 

Box 2.1: Key Questions - Role of the Agencies in Preventing or Reducing the Effects of Crises 

• More generally, following their establishment, what evidence is there that the EU agencies may 
have prevented or mitigated other incidents and crises in their areas? How has the EU as a whole 
and Member States benefited from the EU agencies’ role in this respect?  

• In addition to preventing or mitigating incidents and crises, to what extent has the on-going role 
played by the agencies contributed to better policymaking by the EU and Member States, and 
the better implementation of policies, in the health and safety field? 

• What role are the EU agencies playing in the COVID-19 pandemic? How is this role helping the 
EU, national authorities, sector bodies, companies and others to tackle the pandemic and its 
effects? 

 

2.1 European Aviation Safety Agency (EASA)  
EASA’s role in approving new type certificates and other design-related airworthiness approvals for 
aircraft, engines, propellers and parts is clearly important in helping to maximise the safety of 
passengers.  

2.1.1 Crisis Management and Preparedness 
Over the years since its foundation, EASA has played an important role in regulating the EU’s civil 
aviation sector and by maintaining safety standards, thereby helping to prevent accidents and other 
risks to health and safety.  The extent to which this is the case is, however, impossible to quantify. More 
generally, whilst it is not possible to point to specific evidence that EASA has directly prevented 
accidents, the agency has been involved in responding to accidents and implementing measures to 
prevent them from recurring, thereby helping to maintain the EU’s comparatively low accident rate per 
flight.  

The most recent example of EASA’s role included responding to the Boeing 737 Max crisis. In 2019 there 
were 268 fatalities linked to this aircraft, most of which arose from an Ethiopian Airlines Boeing 737 Max 
8 crash. This followed another crash in 2018 of a Lion Air Boeing 737 Max 8 in which 189 lives were lost. 
Following these incidents, EASA issued the recommendation to ground the Boeing aircraft. In late 
January 2021 EASA approved the use of the aircraft again after measures were taken to resolve the 
technical issues affecting the plane.  

EASA works with the EU Member States' national aviation authorities but has taken over some of their 
functions in the interest of aviation standardisation across the EU. The agency is also responsible for 
supporting the European Commission in negotiating international harmonisation agreements with 
other countries and concludes technical agreements at a working level directly with its counterparts 
such as the US Federal Aviation Administration (FAA). This is important in helping to ensure that 
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inbound aircraft are compliant with EU safety standards. EASA also sets policy for aeronautical repair 
stations and has developed regulations for air operations, flight crew licensing and non-EU aircraft.  

EASA has not been able to implement some of its recommendations in its “European Plan for Aviation 
Safety” because of budgetary constraints, the Commission’s regulatory backlog and other factors. An 
example of a delayed activity is the update of monitoring procedures for ice formations on aircraft 
surfaces, which date from 2002.  

2.1.2 Role in the COVID-19 Pandemic 
EASA has played a significant role in helping the EU’s aviation sector to tackle the COVID-19 pandemic.  
Given the cross-border nature of the pandemic – and the industry itself - it would have been much 
more difficult to coordinate measures if EASA had not been involved.  

Part of EASA’s response involved publishing (alongside the ECDC) the COVID-19 Aviation Health Safety 
Protocol, which provides guidelines to the aviation sector (airlines and airports) and national 
authorities on how to ensure safety and prevent onboard transmission of COVID-19. Although not 
possible to attribute to EASA’s actions alone, it is reasonable to say that its guidance has contributed 
to a situation where there has not been any documented case of onboard COVID-19 transmission 
during flights within the EU since the beginning of the pandemic.  

In addition, in a similar effort to further mitigate transmission of the virus, EASA also developed the 
‘Aviation Industry Charter’ for COVID-19, which includes a checklist to monitor the implementation of 
safety procedures by civil aviation authorities. In this case, industry stakeholders volunteered to 
implement the protocol and share indicators with Member States that have in turn been monitoring 
the implementation of the charter. The aviation sector also been involved in monitoring the 
effectiveness of the charter by reporting shortcomings with regard to its implementation. Last but not 
least, EASA has also played a role in the transportation of vaccines by providing guidance on how to 
store vaccines at low temperatures when they are being transported by air. Feedback from the research 
was very positive regarding EASA’s role during the COVID-19 pandemic, with many arguing that a 
common EU response would not have been feasible without it.  

2.2 European Centre for Disease Control (ECDC) 
The ECDC’s mission is to strengthen the EU’s defences against infectious diseases. As such, it has a key 
role to play in helping to deal with health-related crises.  

2.2.1 Crisis Management and Preparedness 
The ECDC provides information on communicable disease epidemiology and independent scientific 
advice to decision-makers at the national and EU levels. As such, the ECDC plays an important role in 
providing decision-makers with the information they need to take action to mitigate the effects of 
crises or to prevent them altogether. A key role is carrying out risk and threat assessments, including 
evaluations and scientific recommendations. Such risk assessments are especially important to national 
authorities’ and European Commission decision-makers in helping them to take actions to help 
mitigate the (actual or potential) effects of health crises. Examples in recent years include a rapid risk 
assessment by the ECDC in 2019 of the Zika virus disease in France and a rapid risk assessment 
conducted in 2018 of acute encephalitis associated with infection with Borna disease virus 1 in 
Germany.   

The extent to which the data produced by the ECDC (i.e., epidemiological data, risk assessments or 
threat assessments, technical guidance etc.) has had a decisive impact on preventing incidents from 
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escalating into full blown crises is difficult to tell. However, the SARS outbreak in 2004 underlined the 
constraints the European Commission faces in delivering adequate communicable disease 
epidemiological data and highlighted the need for an EU agency to fulfil this role. Moreover, if no 
actions were taken at the EU level, and Member States were to monitor the evolution of pathogens on 
their own, they would lack the bird’s eye view necessary to detect emerging trends and patterns. This 
could result in outbreaks of previously unidentified diseases (such as foodborne diseases) which have 
the potential to turn into a large-scale public health crises.  The ECDC therefore plays a critical role in 
helping to detect emerging pathogens at the EU-level which can then be investigated and contained 
by Member States. The role of the ECDC in terms of crisis response has been widely recognised by EU 
Member States and other organisations such as the World Health Organisation which works with the 
ECDC on global responses to diseases. 

2.2.2 Role in the COVID-19 Pandemic 
The ECDC has played a key role in the current COBVID-19 pandemic. It has been very much in the 
frontline in the EU’s response to the COVID-19 pandemic. In line with  its public health mandate, the 
agency has been providing epidemiological data, technical guidance, risk assessments, but also 
training material to Member States and EU institutions.3 This includes its COVID-19 situation dashboard 
which has received a lot of visibility in recent months.4  Furthermore, the ECDC’s role has also been to 
review and analyse epidemiological data received from Member States and also to provide technical 
advice on containment measures which have already been put in place or could be implemented in 
the future, such as the impact of school closures on community transmission.  The importance of the 
ECDC’s role is fully recognised by EU Member States according to our research. 

2.3 European Foods Safety Authority (EFSA) 
EFSA also has an important preventative role in relation to health crises by providing independent 
scientific advice of food safety issues and monitoring existing and emerging risks associated with the 
food chain.  

2.3.1 Crisis Management and Preparedness 
The agency’s remit covers the risks associated with the food chain, including nutrition, feed safety, 
animal health and welfare, plant protection, and environmental protection. EFSA is responsible for risk 
assessments and raising public awareness of the risks associated with food safety. The agency’s risk 
assessments, scientific opinions and advice also help to provide the basis for European policies and 
legislation. Since its creation, EFSA has delivered advice on food safety issues such as Salmonella and 
food additives such as aspartame, GMOs, pesticides, and animal epidemics including avian influenza. 
EFSA also plays an important role in collecting and analysing EU-wide data concerning food safety risks 
in conjunction with EU Member States. Many EU Member States do not have the expertise required to 
perform this sort of role and they are therefore heavily dependent on EFSA. 

Over the years, EFSA has played a role in helping to mitigate the effects of a number of food health and 
safety threats. This includes the 2011 E. coli scare in Germany, which led to 51 deaths, and when EFSA 
was able to link the source of the infection (originally thought to be from cucumbers) to Egyptian 
fenugreek imports, and to alert the EU Member States about the threat. The effects of actions of this 
type are of course difficult to quantify. The threats posed to the food chain by climate change and 

                                                             
3  A full list of the  outputs produced by the ECDC as a result of its ongoing COVID-19 response can be found in a timeline 

recently published on its website, available at: https://www.ecdc.europa.eu/en/covid-19/timeline-ecdc-response 
4  Available at: https://qap.ecdc.europa.eu/public/extensions/COVID-19/COVID-19.html#global-overview-tab 

https://www.ecdc.europa.eu/en/covid-19/timeline-ecdc-response
https://qap.ecdc.europa.eu/public/extensions/COVID-19/COVID-19.html%23global-overview-tab
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increased migration are likely to have implications for EFSA’s work and will require increased resources 
to be effectively tackled.  

2.3.2 Role in the COVID-19 Pandemic 
EFSA has so far played only a relatively small role in the COVID-19 pandemic.  EFSA’s role has been 
mainly limited to producing statements on the potential risks posed by food handling providing a 
means of COVID-19 transmission. However, since the beginning of the pandemic several studies have 
shown that there is no evidence that food handling has had any effect on transmission, thus limiting 
the scope of EFSA action. Notwithstanding this, it is worth noting that EFSA has collaborated with the 
ECDC when concerns surrounding mink farms were raised regarding consumer safety. These findings 
were useful given that many EU Member States would not have been able to do this and the fact that 
this information came from EFSA gave the information more credibility and made the communication 
more effective to the public. 

2.4  European Medicines Agency (EMA) 
The EMA is responsible for the evaluation and regulation of medicinal products. It was set up in 1995. 
Prior to 2004, it was known as the European Agency for the Evaluation of Medicinal Products or 
European Medicines Evaluation Agency (EMEA). The agency’s main role is the authorisation of 
medicines in the EU through the certification procedure it carries out on behalf of Member States 
(especially in relation to new products) and pharmaco-vigilance of medicines. The agency was 
originally based in London but was transferred to Amsterdam after Brexit. 

2.4.1 Crisis Management and Preparedness 
The EMA’s crisis-management activities are of great importance to the European Commission and 
Member States, as the current COVID-19 pandemic has demonstrated (see below). Looking back, the 
EMA has helped to manage several past crises in which its actions helped mitigate the effects and to 
highlight lessons that can help to prevent future crises. One example of this was the EMA’s role during 
the 2009 flu epidemic when it helps national authorities to combat the crisis by collating substantial 
amounts of epidemiological data and making it available to EU Member States. The EMA has also 
supported the scientific assessment of the Ebola vaccine and treatment, and also investigated the Zika 
virus in collaboration with other health authorities around the world. These experiences helped the 
agency in its response to the COVID-19 pandemic (see below). 

More generally, in terms of crisis preparedness, the EMA has a European incident monitoring plan 
which brings together the chairs of the Member States’ pharmacovigilance risk assessment 
committees.  If this group considers that an event amounts to a crisis, it is referred to an executive task 
force which takes over responsibility for crisis management. This system enables the EMA to consult 
Member States and determine a joint crisis response and to adopt a common communication strategy. 
EMA has seven scientific committees which provide recommendations on medicines for humans and 
animals and several working parties which connect thousands of scientists and national medicines 
authorities throughout Europe. It also facilitates interaction between patients, healthcare professionals 
and academia. The EMA cooperates closely with the European Centre for Disease Prevention and 
Control and the European Food Safety Authority. EMA’s pharmacovigilance activities, in particular the 
medicine reviews five years after a new medicine is approved, ensures that they continue to be safe for 
use by Member States. 
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2.4.2 Role in the COVID-19 Pandemic 
The EMA has played a key role in the COVID-19 pandemic. When SARS-CoV-2 first emerged as a public 
health threat, the EMA tasked its biological health threats team to monitor the evolving outbreaks. 
Subsequently, the EMA established a COVID-19 Emergency Task Force with a view to assisting the 
Commission and Member States with the development, authorisation and safety monitoring of 
therapeutics and vaccines for the treatment and prevention of COVID-19.  

More recently, the EMA, in line with its mandate, has been reviewing the pharmaceutical quality, safety 
and efficacy of newly developed COVID-19 vaccines and at the time of writing, four COVID-19 vaccines 
have been granted regulatory approval by the EMA. In addition, the EMA mobilised a dedicated 
steering group to help mitigate the shortages of essential medicines and other medical equipment 
experienced by the EU health care sector during the early stages of the pandemic. Although there was 
some initial criticism of the speed with which the EMA authorised the use of the main COVID-19 
vaccines, taken overall its role is regarded favourably by Member States and it has helped to ensure 
public confidence in different vaccines.  

2.5  European Maritime Safety Agency (EMSA) 
EMSA coordinates measures at the European level with regard to maritime safety and this includes a 
role in helping to mitigate the effect of crises or incidents.  

2.5.1 Crisis Management and Preparedness 
The agency fulfils its role by promoting the harmonised implementation of EU legislation, carrying out 
inspections as well as monitoring the activities of third countries and help them adapt to EU safety rules 
to prevent incidents that may affect European vessels. 

However, the safety gains and reduction of incidents from these activities are difficult to estimate. 
EMSA is able to keep track of the movements of vessels in EU waters, which can provide valuable 
information that can help prevent the spread of health threats such as pandemics. EMSA was thus able 
to monitor the vessels that might be carrying Ebola from African ports to European waters during the 
Ebola crisis. This in turn provides a mechanism that can alert a Member State of a threat that might be 
reaching it and help the authorities to take preventative actions which they may otherwise not be able 
to take on their own. Another key role played by EMSA is its role in gathering information on the 
movements of commercial ships which are obliged to report their position, as well as data from ports.  

2.5.2 2.5.2    Role in the COVID-19 Pandemic 
EMSA has initiated various actions in relation to the COVID-19 pandemic to help mitigate the impact of 
the virus on the EU’s maritime sector by ensuring the safe transportation of goods and people by sea. 
EMSA has also helped to adapt practices in the maritime sector so that there is more emphasis on 
performing remote inspections, thereby contributing to curbing the spread of the virus while not 
adversely affecting key services. The agency has also developed new COVID-19 related services which 
included an online repository cataloguing all the measures EU Member States have taken to prevent 
the importation of the virus by sea. It has also published a series of reports on COVID-19’s impact on 
shipping as a result of its tracking activities of all the ships entering and leaving the EU, including those 
from China at the outset of the pandemic, which allowed EMSA to assess which areas and ports were 
most affected by supply chain disruptions due to COVID-19. EMSA cooperated with the ECDC to 
produce safety guidelines to help the resumption of cruise services last summer. 
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2.6 European Union Agency for Railways (ERA) 
ERA’s role is to set mandatory requirements for European railways and manufacturers in the form of 
technical specifications for interoperability in the context of the Trans-European Rail system. It became 
an executive agency in 2019 after implementation of the ‘Fourth Railway Package’.  

2.6.1 Crisis Management and Preparedness 
Since the Fourth Railway Package’s implementation, ERA can set and enforce standards for trains, 
vehicles and freight wagons. ERA role in setting EU safety standards has been instrumental in 
facilitating cross-border operability and agreeing standard safety procedures. ERA also provides 
certification of signalling systems across the EU-27. Apart from the safety aspect, the main advantage 
of ERA’s new certification function lies in efficiency gains on the part of train operators and 
manufacturers who now only need one certification (e.g. safety certificate) to then operate across all 
the EU Member States. This function only applies to international traffic which remains a small 
percentage of the overall rail traffic in Member States.  

These and other ERA activities are aimed at limiting the likelihood of preventable train incidents from 
happening. For example, it is recognised that ERA’s actions were instrumental in identifying the causes 
of a fatal accident on the Great Belt Fixed Link (connecting the Danish islands of Zealand and Funen) 
after a passenger train was hit by a semi-trailer that fell off a freight train travelling in the opposite 
direction. It later disseminated the findings of the investigation across the EU with a view to preventing 
future incidents of this type. In addition, ERA holds regular meetings with national investigation bodies 
and training sessions for investigators to help promote crisis prevention. To mitigate the effects of 
crises, ERA possesses an elaborate system of crisis management including provisions for media 
briefings should incidents occur. Although its role in protecting health is limited, ERA wants to extend 
its cooperation with the ECDC as well as with other EU transportation agencies in light of COVID-19 to 
ensure that transport remains safe in the EU in the face of future pandemics and other health crises.  

2.6.2 Role in the COVID-19 Pandemic 
ERA initially played a smaller role than some of the other agencies in the current pandemic due to the 
nature of its remit which is more concerned with safety. The agency was at the outset of the COVID-19 
crisis not involved in taking measures to help combat the pandemic but in light of the pressing need 
to address the safety of train users, ERA’s Management Board decided to commit some of the agency’s 
resources to helping to make trains COVID-secure. This led to ERA working with the ECDC and jointly 
publishing a ‘COVID-19 Railways Protocol’ (July 2020) to safely re-start mobility and tourism across the 
EU by providing guidelines on ventilation among other issues.5 ERA also published COVID-19 
Information Bulletin with technical expert advice on ventilation in railway vehicles (September 2020). 
More recently (June 2021), the agency published a study on ‘Travel safety during COVID-19 for 
passengers travelling long distance by train and other modes’ which argued that that despite a relative 
high risk of COVID-19 infection during rail travel, the accident risk  for car travel is still higher. 

2.7 European Agency for Safety & Health at Work (EU-OSHA) 
EU-OSHA is responsible for collecting, analysing and disseminating information on health and safety 
at work. Over the years, EU-OSHA’s information role and guidance has helped to promote health and 
safety in the workplace across the EU Member States.  

                                                             
5  Available at: https://www.era.europa.eu/content/covid-19-rail-protocol_en 

https://www.era.europa.eu/content/covid-19-rail-protocol_en
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2.7.1 Crisis Management and Preparedness 
Since its foundation, EU-OSHA has produced guidance to help enterprises, including SMEs, to carry out 
formal risk assessments in the framework of occupational and safety and health, thereby helping to 
anticipate potential risks to health in the workplace. It has mainly acted as a central repository of 
information, sharing best practices, guides, tools, etc, that can be used by employers and employees. 
As such, EU-OSHA’s role has been mainly preventative and focused on developing health safety 
capacity in the workplace.  

More specifically, the agency provides Member States with information and advice on legislation, 
research priorities, health and safety issues and trends, and good practices, all of which is important in 
promoting occupational safety and health in the workplace.  EU-OSHA also makes it possible to have a 
reliable overview of health and safety in the workplace at the European level. This provides a reference 
point that can help Member States orient their decisions regarding policies and research at the national 
level.  The agency promotes the sharing best practices, guides, tools, etc, that can be used in the 
workplace. As such, EU-OSHA’s role is mainly preventative and focused on building a health-safety 
culture in the workplace.   

Examples of this preventative function include the publication of the review on biological agents and 
the prevention of work-related diseases, which was specifically based in the effects of SARS-type 
diseases in an occupational setting. This work was carried out at the Agency’s initiative 3-4 years ago 
and was published before the pandemic.6 The material was useful in informing the response to the 
COVID-19 pandemic. The agency recognises that its impact in mitigating the effect of crises is longer-
term and it may not be easy to identify clearly but that does not mean that its work has not been 
valuable in mitigating the effects of past or future crises, just that its role is more difficult to assess. As 
regards preparing for future crises, EU-OSHA has carried out foresight exercises trying to assess the 
impact of key trends on the workplace. This has involved running workshops with experts to examine 
scenarios and their risks and benefits. A foresight exercise on green jobs, for example, looked at the 
possible effects that climate change and the new diseases it may produce could have on occupational 
safety and health.7  

2.7.2 Role in the COVID-19 Pandemic 

In the early days of the COVID-19 outbreak in 2020, EU-OSHA played a key role in providing information 
and resources to intermediaries to assess the risks and the (potential) impact of the pandemic on 
workplaces and to help develop measures to mitigate the effects. To do this, the Agency carried out 
several actions, alone or in collaboration with the Commission and other agencies. Some actions were 
delivered in 2020, and others have been planned for later in 2021 and beyond. “COVID-19: Guidance 
for the workplace”8 was published in mid-March 2021 and is a good example of this collaboration (it is 
available in all EU languages on the OSHwiki9). EU-OSHA took the lead on it together with the advisory 
committee on safety and health at work and it incorporated very quickly the opinions of the employers, 
unions on possible good practice measures. It has now been downloaded more than 1 million times.  

                                                             
6  https://osha.europa.eu/en/publications/review-specific-work-related-diseases-due-biological-agents/view  
7  https://osha.europa.eu/es/publications/green-jobs-and-occupational-safety-and-health-foresight-new-and-emerging-

risks  
8  https://oshwiki.eu/wiki/COVID-19:_guidance_for_the_workplace#See  
9  OSHwiki is a collaborative online encyclopaedia of accurate and reliable information on occupational safety and health 

(OSH). 

https://osha.europa.eu/en/publications/review-specific-work-related-diseases-due-biological-agents/view
https://osha.europa.eu/es/publications/green-jobs-and-occupational-safety-and-health-foresight-new-and-emerging-risks
https://osha.europa.eu/es/publications/green-jobs-and-occupational-safety-and-health-foresight-new-and-emerging-risks
https://oshwiki.eu/wiki/COVID-19:_guidance_for_the_workplace#See
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In addition, EU-OSHA has provided guidance on how employees can effectively protect themselves if 
they are working from home. Examples of this guidance include an OSHwiki article on practical tips for 
working from home in a safe, healthy and efficient way10, the MSD database of practical tools and 
guidance for telework11 and awareness-raising videos.12 More generally, the agency has provided a 
common platform for Member States to share information and good practices on the measures 
adopted in different countries to help minimise the threats of COVID-19 to health and safety in the 
workplace. 

2.8 Conclusions – Role of the Agencies in the Pandemic and Other Crises 
It is clear from our research that the EU agencies in the health and safety cluster have played an 
important role in helping to mitigate the effects of past crises, either by supporting preventative 
actions or, after a crisis or incident, by producing information to help understand their nature and 
consequences so that lessons can be learnt from experience.  

The extent to which the EU agencies have prevented crises and incidents is of course difficult to 
determine with any degree of certainty: the fact that crises and incidents have not occurred could be 
evidence of the role played by the EU agencies but it is not possible to say what would have happened 
for certain in a counter-factual situation.  

Turning to the COVID-19, all the EU agencies in the health and safety cluster have played an important 
role in the pandemic, albeit in different ways.  Helping to tackle the COVID-19 pandemic has been a 
high priority for all the agencies and our assessment suggests that they have been quick to react to the 
crisis. While some of the EU agencies (ECDC, EMA) have been directly involved in tackling the virus 
through their activities with regard to COVID-19 monitoring and the approval of vaccines, in other 
cases the agencies in this cluster have played a more limited role in helping to contain the spread of 
the pandemic by producing guidance on reducing the risks of contracting the virus and coordinating 
measures in particular sectors (EASA, EU-OSHA, EMSA, and ERA). Examples in this latter category 
include EASA’s COVID-19 Aviation Health Safety Protocol, EFSA’s statements on risk of contracting 
COVID-19 through food, EMSA’s Reports on COVID-19 impact on shipping, ERA’s COVID-19 rail 
protocol, and EU-OSHA’s ‘COVID-19: Guidance for the workplace’. 

The COVID-19 pandemic has highlighted the extent of collaboration between the EU agencies in the 
health and safety cluster. Arguably, COVID-19 has brought about much closer joint working between 
the agencies than previously because of the effects of the virus on every aspect of citizen’s lives. 
Previous incidents and crises in the health and safety field have tended to be limited to particular 
sectors.  

 

  

                                                             
10  https://oshwiki.eu/wiki/Practical_tips_to_make_home-based_telework_as_healthy,_safe_and_effective_as_possible  
11  https://osha.europa.eu/en/themes/musculoskeletal-disorders/practical-tools-musculoskeletal-

disorders?f%5B0%5D=field_hazards%3A4985&page=1  
12  https://www.napofilm.net/en/napos-films/napo-teleworking-stop-pandemic  

https://oshwiki.eu/wiki/Practical_tips_to_make_home-based_telework_as_healthy,_safe_and_effective_as_possible
https://osha.europa.eu/en/themes/musculoskeletal-disorders/practical-tools-musculoskeletal-disorders?f%5B0%5D=field_hazards%3A4985&page=1
https://osha.europa.eu/en/themes/musculoskeletal-disorders/practical-tools-musculoskeletal-disorders?f%5B0%5D=field_hazards%3A4985&page=1
https://www.napofilm.net/en/napos-films/napo-teleworking-stop-pandemic
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3 ASSESSMENT OF THE ‘COST OF NON-AGENCIES’ IN THE HEALTH 
& SAFETY CLUSTER 

In this section, we provide an assessment of the ‘cost of non-agencies in the health and safety cluster. 
By this we mean a situation in which the seen EU agencies ceased to exist and their functions were 
transferred to either the European Commission and/or national authorities in the EU Member States.  
Both these scenarios would involve additional costs but also potentially some cost-savings.  

3.1 Background and ‘Cost of Non-Agencies’ Scenarios 
In recent years, the European Parliament has undertaken a series of ‘Cost of Non-Europe’ studies 
including a previous assessment of the ‘cost of non-agencies’. This study adopts a similar methodology 
to the earlier study which focused on EU agencies with relevance to the EU’s internal market13, and 
extends the research to the agencies in the health and safety cluster. 

The argument in the wider ‘Cost of Non-Europe’ notion is that the absence of common action at the 
EU level is likely to mean that there is an efficiency loss to the EU and Member States and/or that a 
collective public good is more difficult to achieve. The starting point of this study on the ‘Cost of non-
agencies’ is slightly different insofar as the EU’s agency system is already in place. The question we 
address therefore is what is likely to happen if the EU agencies in the health and safety cluster ceased 
to exist. This counterfactual question is a way of assessing European added value. It should be stressed, 
however, that research seeking to investigate the counterfactual situation of what would happen if the 
seven EU agencies covered in this study ceased to exist is speculative and involves questions that are 
impossible to answer with certainty.  

3.1.1 Cost of non-agency scenarios 

To help assess what would happen if the EU agencies ceased to exist, we developed three scenarios in 
the study as a framework for the basis for a counterfactual analysis. These scenarios are outlined below 
and consistent with the approach adopted in the 2016 study referred to above.    

Box 3.1: Cost of non-Agencies Scenarios 

• Scenario 0: Status quo scenario - is the current situation and is used as a baseline or reference 
point. This scenario is not a static situation because the cost of the EU agencies is likely to change 
over time, and there could be other developments already underway that could affect the nature 
and extent of any change.   

• Scenario 1: Member States take over the EU agencies’ functions - under Scenario 1, Member 
States would take over the functions of the agencies. In some cases, it might be possible to 
transfer these functions to existing national agencies or government departments, although 
there could be a need to adjust their financial and human resources to enable this to be done. 
However, in the case of other countries it might be necessary to establish new national agencies. 
A further possibility is that the national agencies in one or a small group of EU Member States 
would provide services to other countries that do not have their own agencies.  In this situation, 
it could be that if the overall EU regulatory framework remained in place, some Member States 
could make use of other Member States' agencies rather than setting up their organisations. 

• Scenario 2 – European Commission take over agencies’ functions - Scenario 2 would see the 
responsibilities of the EU agencies being transferred to their ‘parent’ DGs in the European 

                                                             
13  European Parliament, “Cost of non-agencies with relevance to the internal market’, Centre for Strategy and Evaluation 

Services, 2015. 
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Commission. The question is whether this would involve any additional costs, for example 
because of agency personnel being transferred to Brussels (an example of the costs related to 
relocating agency personnel could be the recent move of the EMA from London to Amsterdam). 
Alternatively, existing Commission staff might be used (instead of or in addition to any agency 
staff transferred to Brussels). In this case, there could again be additional costs if different grades 
of staff are involved. 

• Scenario 3: Combination of Scenarios 2 and 3 - it is possible that the European Commission 
could take over some functions while other agencies’ functions would be assumed by national 
authorities. 

The scenarios set out above are very similar to the ones that were used in the 2016 study on the ‘Cost 
of Non-Agencies with Relevance to the internal Market’. As in this earlier study, it could be argued that 
having only three scenarios over-simplifies the situation. In theory, there could be a Scenario 4 in which 
the EU agencies cease to exist but nothing at all replaces them. This is, however, unlikely because in 
the case of the health and safety cluster, most countries have counterparts to the EU agencies and this 
would mean that, in effect, Scenario 1 would come about.  A further argument that supports a Scenario 
4 approach is that the EU agencies were not created to replace national agencies but rather to build on 
them by undertaking tasks that the national agencies were not designed to handle and that, as such, 
the Scenario 1 juxtaposition is inappropriate. We consider these and other arguments below. 

3.1.2 Survey feedback on scenarios 
Before considering the different scenarios, we first summarise the survey feedback on the different 
scenarios. A summary is provided below. 

Figure 3.1: If the EU Agency ceased to exist, which of the following scenarios do you see as 
being most likely to occur? 

 
Source: CSES analysis of survey results (126 responses) 
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As can be seen, whereas 61% considered that Scenario 1 was either ‘most likely’ or ‘likely’, and a lower 
proportion (40%) considered this to be the case for Scenario 2, a relatively high percentage of survey 
respondents – 80% - considered Scenario 3 to be the most likely. This is a substantial proportion of the 
survey respondents and underlines the plausibility of a scenario where if the EU agencies ceased to 
exist, some functions would be taken over by the European Commission and other functions by the 
Member States.  

Below we provide examples of the survey responses on the question ‘If the EU Agency ceased to exist, 
which scenario do you see as being most likely to occur?’ 

Box 3.2: Examples – Feedback on ‘Cost of Non-Agencies’ Scenarios for EU Agencies in the 
Health and Safety Cluster (Quotes) 

• “The national authorities are overloaded, overwhelmed. They cannot take over the functions of 
the agency. They fight for their own priorities, work stability. 

• As an independent agency EU-OSHA’s work on gathering and disseminating EU knowledge on 
OSH cannot just be taken over to either the Commission or the Member States. The agency is 
unique in its role of looking across the EU and beyond the individual member states perspective. 
This is especially relevant when EU-OSHA gives input the policy makers and other stakeholders. 
In many Member States there are no resources to take over EU-OSHA’s work, and also the 
Commission would need much more resources. 

• Most of tasks of ERA are regulated by EU law. Therefore, if ERA did not exist then these tasks 
would need to be taken over by another EU institution. For tasks concerning harmonising 
approaches, facilitating cooperation it would be possible that Member States would organise 
some kind of cooperation between themselves. However as this is not the main goal of 
functioning for a national institution, it could be expected that the level of involvement of 
national authorities would be much lower than when these tasks are carried by an EU institution. 

• If EMSA ceased to exist it would not be possible to take over the agency functions either at 
national or Commission levels. The agency brings economies of scale, pooling of resources and 
integrated systems and capacity, and this can only be achieved at EU level. Activities are too 
technical and operational to be carried out at the Commission level. 

• The function of EASA is needed and the cost is shared. If the tasks of EASA would be split, it will 
cause disproportional workload for one Member State. The authorities, who are not engaged to 
function as a leader and they do not have a team to create smart rules and maintain the safety 
level, so they will be a week part of the chain. 

• There is a significant gap between the financial, scientific and human resources in different 
Member States. Romania, for example, would not be able to take over (at least in a short-term 
scenario) EFSA's work.” 

Source: CSES analysis of survey feedback 

 

3.1.3 EU Regulatory framework 
In several cases, the scenarios set out in Box3.1 could be influenced according to whether in a ‘non-
agencies’ situation the regulatory EU framework for the sector concerned remains in place or not.  In 
effect there are two sub-scenarios:  

• For three of the health and safety agencies (EASA, EMA, ERA), there is a well-developed EU 
regulatory framework in place that companies and other organisations are required to follow if 
they wish to sell goods and services in markets across the EU27 Member States. If this framework 
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remained in place, it could mean that even in a ‘cost of non-agencies’ situation, there might not 
necessarily be an increase in the costs of obtaining market approval for goods and services.  

• However, if the existing EU regulatory framework did not remain in place and different criteria and 
procedures were introduced by different national authorities, then the cost to companies of 
registering and certifying products and services in different national markets could potentially be 
multiplied up to 27 times. This situation could be seen as a ‘worse-case’ scenario.  

The likelihood of a ‘non-agencies’ scenario leading to a fragmentation of the regulatory framework is 
difficult to predict. The survey indicates, however, that 60% of the respondents considered that the 
existing EU regulatory framework would remain in place even if the seven EU agencies in the health 
and safety field ceased to exist.  

 

Figure 3.2: If the EU agencies did not exist, in your opinion would the EU regulatory framework 
remain in place or, alternatively, would only national rules be applied? 

 
Source: CSES analysis of survey results (126 responses) 
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Figure 3.3: If you have dealt with any other of the agencies in the health and safety cluster to 
what extent would your answers to this questionnaire apply to all of them? 

 

3.2 Scenario 0 – Status Quo Situation  
An important starting point in estimating the ‘cost of non-agencies’ in the health and safety field is the 
cost of operating these agencies as things stand now. Basically, if the costs to EU Member States and 
other stakeholders of a ‘non-agency situation’ is likely to be higher than the costs being incurred now 
with the agencies in place, then there will be no advantage if these entities ceased to exist, at least from 
a financial perspective.  

3.2.1 Costs of EU agencies in the health and safety field 
As can be seen from Table 3.1, the combined cost of operating the seven agencies was EUR 887 million 
in 2020. EUR 397 million (or 44.8%) of this sum was covered by EU funding although the proportion 
varied considerably from one agency to another.  

Table 3.1: Summary – Financial and human resources (2020) 

EU Agencies in the health and safety cluster Personnel Funding (mil. EUR) 

 No. % TA Total % Grant 

European Aviation Safety Agency (EASA) 332 68.1 186.8 21.9 

European Centre for Disease Prevention & Control (ECDC) 125 96.0 64.2 92.0 

European Food Safety Authority (EFSA) 467 68.5 118.6 97.4 

European Medicines Agency (EMA) 818 71.2 385.9 14.3 

European Maritime Safety Agency (EMSA) 263 80.6 85.1 96.7 

European Agency for Railways (ERA) 205 72.1 30.2 96.0 

European Agency for Health & Safety at Work (EU-OSHA) 65 61.5 16.0 99.3 

Totals/Weighted averages 2,275 72.4 886.8 44.8 

Source: CSES analysis of agencies’ annual reports and other documentation. 
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Based on the data shown in Table 3.1, it can be concluded that the ‘cost of non-agencies’ lies in a 
theoretical saving of EUR 887 million, i.e., the combined operating costs of the seven agencies (2020). 
However, in reality, the saving is likely to be less than this because not all the ‘costs of non-agencies 
would be saved. 

3.2.2 Potential ‘non-agencies’ savings to the EU budget  

The savings to the EU budget (and therefore to Member States) would be less than EUR 887million 
because not all of the EU agencies’ costs are financed by grants from the EU’s budget. 

There is a considerable variation in this figure from one agency to another. Thus, the theoretical savings 
in the case of EASA and the EMA would be relatively modest (EUR 40.9 million and EUR 55.1 million p.a. 
based on 2020 data, respectively). This is because the cost of operating these two agencies is mainly 
funded through the fees and charges they levy for services provided to end-users and this sum would 
not be saved if national agencies took over responsibility for certification procedures and other tasks 
currently undertaken by the EU agencies. Conversely, five of the EU agencies in the health and safety 
cluster are almost entirely supported by EU grants (ECDC, EFSA, EMSA, ERA and EU-OSHA) and in these 
cases, the theoretical savings from a ‘non-agencies’ situation would be considerable (a combined EUR 
301.4 million p.a.).  

Taken altogether, if all seven EU agencies ceased to exist, then the theoretical saving to EU Member 
States would be EUR 397.4 million p.a. based on 2020 data.  

The EU agencies covered by this study are mostly providing services to public authorities because 
health and safety is a public policy matter. As such, it is not surprising that the level of public subsidy 
(via the EU budget) is relatively high.  For comparison purposes, the 2015 ‘Cost of Non-Agencies with 
Relevance to the Internal Market’ study estimated that the seven agencies covered by that research 
derived only 7.6% of their funding from the EU budget compare with the 72.4% for the health and 
safety agencies shown in the above table.  The explanation for the relatively low dependence on EU 
grants in the case of the EU agencies with relevance to the Internal Market is that in most cases they 
are able to generate revenue from end-users whereas the agencies in the health and safety field, with 
only two exceptions, are not in a position to do this. 

Similar considerations apply to the EU agency personnel. Taken together, the seven agencies currently 
employ an estimated 2,275 personnel of whom a quite high proportion are officials or temporary 
agents. In a ‘non-agency’ situation there could be relocation or and or early retirement costs for this 
proportion of the agency workforce, and redundancy costs for other personnel. Equally, if the national 
authorities and/or the European Commission had to take on additional personnel to handle tasks 
currently being carried out by the EU agencies, then this could negate any reduction in the agencies’ 
staff in a ‘non-agencies’ situation.  

There is of course the question of whether the level of the EU grant to the EU agencies in the health 
and safety field is likely to remain the same in future years. Any theoretical saving from a ‘non-agencies’ 
situation needs to consider whether future savings could be higher (or lower) than the figures indicated 
above based on 2020 data. Given constraints on the EU budget, it is unlikely that EU funding of the 
agencies is likely to increase significantly and as such, the data shown in Table 3.1 and the estimated 
‘non-agencies’ savings are unlikely to be too wide of the mark, at least in the foreseeable future. We 
now consider the plausibility and effects of various ‘cost of non-agencies’ scenarios.  
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3.3 Scenario 1: The Member States take over the EU agencies’ functions 
Under Scenario 1, the primary scenario, Member States would take over the functions of the agencies. In 
some cases, it might be possible to transfer these functions to existing national agencies or government 
departments, although there would then be a need to adjust their financial and human resources to enable 
this to be done. However, in the case of other countries it might be necessary to establish new national 
agencies. A further consideration is that if the overall EU regulatory framework remained in place, some 
Member States could make use of other Member States' agencies rather than setting up their own 
organisations. 

3.3.1 Plausibility and Potential Effects of Scenario 1 
Scenario 1 is in many respects the most plausible alternative to the current situation because it would 
in most cases involve reverting back to a situation that existed before the EU agencies were established.  

If Scenario 1 were to come about, there are likely to be different effects on different agencies. For 
agencies that operate within a harmonised EU regulatory framework (EMA, EASA, ERA), the nature of a 
‘non-agencies’ situation would depend to a large extent on whether or not this framework remained 
in place or whether, if the agencies ceased to exist, the regulatory framework fragmented or collapsed 
altogether.   

In the case of EASA which is responsible for the certification of civil aviation aircraft and the 
maintenance of harmonised safety standards across the EU, it is almost certain that an international 
regulatory structure would remain in place. As one national authority explained, the sector is 
international by its very nature, and health and safety cannot not be maintained effectively on a 
country-by-country basis. The realisation that this is the case makes it unlikely that if EASA ceased to 
exist, Scenario 1 would come about. Instead, it is probable that national authorities would instead 
collaborate through the framework of non-EU international bodies such as the Joint Aviation 
Authorities rather than handing EASA’s mandate back to the Member States.  One of the sector 
associations we interviewed went so far as to argue that Scenario 1 would be a catastrophe for the 
sector and for safety standards in civil aviation.  

There would probably be a similar Scenario 1 situation in the case of the EMA if it ceased to exist. While 
national agencies in some larger Member States such as Germany could take over the work carried out 
by the EMA, for smaller Member States, Scenario 1 is unlikely to come about as it could take years for 
them to build up the capacity to deal with medicines regulation. As such, it is far more likely that smaller 
countries would simply rely on agencies in larger countries to provide regulatory oversight. That said, 
the plausibility of Scenario 1 – certainly for larger Member States but also some smaller ones - is 
enhanced by the fact a degree of national capacity has remained in place since the certification process 
for generic medicines remains decentralised and undertaken for EMA by national bodies. 

In the case of ERA, while it would be possible to recreate the situation that existed before the Fourth 
Railway Package was introduced and when certifications powers lay with the Member States, such a 
Scenario 1 situation would mean that any further integration and interoperability across railway 
systems would have to depend on bilateral agreements between countries. However, a centralised 
certification process has only been introduced quite recently. It primarily applies to international traffic, 
which is still a small proportion of the total amount of rail traffic in Member States, suggesting that a 
Scenario 1 ‘non-agency situation would therefore have only limited consequences for Member States.   

Turning to the other agencies in the health and safety field, where the EU regulatory framework is less 
developed, as regards the ECDC, the epidemiological data it produces at the EU level would not be 
possible to reproduce by Member States in a Scenario 1 situation. In the context of free movement 
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across the EU, the likelihood of future disease outbreaks remains high, justifying the need for an EU 
agency to monitor emerging patterns linked to infectious diseases and this can only be done effectively 
at the EU level so that outbreaks and trends are comprehensibly captured. While working groups and 
bilateral initiatives could be implemented by Member States under Scenario 1, the depth and more 
importantly, the breadth of the epidemiological data available from ECDC would be very adversely 
affected. 

It is unlikely that Scenario 1 would apply to EU-OSHA because the agency has not taken over any 
competences from Member States but rather adds a European dimension to what the national health 
and safety agencies do in their countries. The agency provides a platform for different Member States 
to learn from each other through the sharing of information, experiences and best practices, etc, and 
such collaboration would probably not continue if EU-OSHA ceased to exist. In a Scenario 1 situation, 
it is very unlikely that one Member State would be prepared to take on EU-OSHA’s role on behalf of 
other Member States. Instead, Scenario 1 would probably have different outcomes for different 
Member States. For the countries with more advanced in health and safety expertise and institutional 
structures, the effects could be quite limited since they have strong and well-established health and 
safety agencies. However, these countries – and certainly the EU Member States with less well-
developed OSH structures - would no longer have access to information sharing, networking and the 
various tools and systems that EU-OSHA promotes at an EU level.  As one interviewee suggested: ‘It was 
not possible to do this before the creation of the agency and I do not believe that the situation has 
changed in this regard; also, the economic pressure is higher than 25 years ago’. 

Likewise, in the case of EFSA, it is very unlikely that if the agency ceased to exist, the functions it 
currently fulfils could be taken over by the Member States beyond the existing national agencies 
having full responsibility for regulating their respective domestic food sectors.  EFSA, for example, 
produces 500 opinions on food safety issues for EU Member States every year (in contrast, a large 
Member State like Spain typically produces between 5 and 1 opinions and some smaller countries do 
not have the capacity to produce any opinions). Likewise, the Commission would lose the ability to 
conduct harmonised risk assessments with substantial implications for the EU’s food sector. It is also 
very unlikely that in the absence of EFSA, Member States would develop the collaboration needed to 
undertake common EU risk assessments, such as for supplements (e.g. vitamins and minerals) which 
can result in dangerous supplements being marketed via the internet in Member States where they are 
illegal. There was some disagreement over this with several of those we consulted pointing out that in 
some instances EFSA currently relies on national authorities for some risk assessments and, indeed, 
these can sometimes be performed more quickly at the national level. However, the systematised 
sharing of information at the EU level would undoubtably suffer if EFAS did not exist.   

The same was argued by those we consulted in relation to EMSA. Although national agencies would 
continue to monitor shipping in their territorial waters, Member States would lose the EU-wide data on 
maritime transport and potential maritime risks, as well as the forum provided by EMSA for sharing risk-
assessment best practices and expertise. It is very unlikely that national maritime safety agencies would 
develop such cooperation on an extensive bilateral basis or that one national agency could or would 
undertake a coordinating role on behalf of the others.  

3.3.2 Conclusions - Scenario 1  

If Scenario 1 came about, it would have impacts both in relation to national authorities and other end-
users, particularly European companies in the case of agencies with a regulatory function.  These effects 
are very difficult to quantify in terms of direct costs to Member States and companies.  
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Impact on Member States  

Overall, the assessment of Scenario 1 suggests that although in some cases (EMSA, EMA, ERA), the work 
undertaken by EU agencies could be taken over by national authorities, there would be detrimental 
effects in terms of efficiency and effectiveness. Similarly, some countries without national capabilities 
could be obliged to depend on others to help regulate major sectors of their economies. More 
generally, it would be impossible to replicate many of the benefits to Member States that come about 
through a common approach to issues and sharing of information at the EU level. 

Scenario 1 could entail additional costs for national authorities which would need to invest in 
developing new capabilities which for some smaller Member States could mean building up 
capabilities almost from scratch. Moreover, this would be very challenging for national authorities that 
over the years have become very reliant on the EU agencies.  In theory, if EU agencies in the health and 
safety field ceased to exist, they would have to be replicated 27 times by Member States.  Although 
there could be some cost-savings, if Scenario 1 meant creating new agencies, then the annual costs to 
Member States would therefore be the current net cost of the seven EU agencies (i.e. cost of operating 
the agencies less revenue generated from non-grant sources) multiplied 27 times (i.e. EUR 397 million 
p.a. x 27 = EUR 1.1 billion p.a.). 

This situation is, however, unlikely to happen. Firstly, most Member States already have agencies that 
operate in the health and safety field and therefore it would be a question of expanding their roles. 
Equally, in Scenario 1 situation, and where the EU agencies have a regulatory function (EASA, EMA, 
ERA), some Member States might rely on other countries with stronger regulatory capacities to certify 
products and services that companies wish to sell in their countries. If the EU regulatory framework 
remained intact, the switch from an EU agency to one or perhaps several national agencies to provide 
regulatory oversight might not be too disruptive. However, if the EU regulatory framework fragmented, 
then smaller Member States might become dependent on the national regimes of larger countries 
whose agencies replace the EU agencies without the same say as they currently have in the 
development of regulations. Last but not least, some functions currently carried out by the EU agencies 
might not be transferred to national agencies. The table below provides examples from the research 
concerning the Scenario 1 costs of ‘non-agencies’ to national authorities.  

Box 3.3: Scenario 1 - Examples of Costs of ‘Non-Agencies’ to National Authorities 

• A national civil aviation authority from one of the larger Member States suggested that Scenario 
1 could require their organisation to recruit at least an additional 100 employees to fulfil the 
various functions currently performed by EASA, such as the certification of aircraft parts. A survey 
respondent from another smaller Member State suggested that this figure would be closer to 20 
or 30 extra personnel for its civil aviation authority. For the EU27 this could mean national 
agencies taking on somewhere in the region of 1,500 to 2,00 personnel compared with the 300 
or so currently employed by EASA. 

• In the case of EMA, some Member States would need to rebuild their technical and certifying 
capacity from a very low level to be able to provide the technical assessments needed to certify 
the new medicines that are currently certified through the EMA’s centralised procedure. While 
some EU Member States possess the skills to certify and monitor generic medicines, other 
countries only have a few (or no) experts to perform these functions. Conversely, new generation 
medicines such as biosimilars which are currently monitored and certified by the EMA would 
need a team of up to 45 people in a country, while a team of 20-30 team would be needed to be 
able to assess new therapy medicines. Recruitment of new personnel on this scale would be 
impossible for many smaller EU Member States. These medical certification assessments often 
require the compilation and assessment of 65,000-page dossiers on average that needs to be 
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completed in a few days.  Moreover, it takes between 2 to 3 years to train experts with the 
appropriate skills to undertake these assessments.  

• The national authorities in one Member State indicated that without EFSA, it would have to hire 
an additional 200 risk assessors and many new inspectors. Moreover, EFSA can rely on the work 
of some 3,000 scientists to produce 500 scientific opinions a year which compares with 10 
opinions in the country in question.  

Source: CSES analysis of survey feedback 

Impact on companies and other end users 

Significant costs could also arise in a Scenario 1 ‘non-agency’ situation for the end-users of EU agencies 
if it became necessary for companies to obtain approval to sell products and services from potentially 
up to 27 different national authorities. In reality, however, it is unlikely that companies would have to 
obtain certification in all EU27 countries. 

The effect of Scenario 1 on end-users would depend in some cases on whether the EU regulatory 
framework would remain intact in a ‘non-agencies’ situation.  Thus, if the EU agency system in the 
health and safety field is replaced by a multitude of national agencies and regulators, it is possible that 
European companies would need to have their products and services certified in potentially up to 27 
markets. Clearly, these considerations do not apply to the same extent to agencies that do not have a 
regulatory function and as noted above, some countries might accept regulatory approval by agencies 
in other countries for products.  This is reflected below in several examples of the feedback from the 
research regarding Scenario 1 impacts on end-users.  

Box 3.4: Scenario 1 - Examples of Costs of ‘Non-Agencies’ to Businesses   

• In the case of ERA, because of the very nature of rail transport in Europe, rail is a sector where 
the domestic network is the main market for most rail operators while international markets are 
generally limited to a few neighbouring countries. Indeed, even now that the centralised ERA 
certification procedure has been established, many operators still prefer to interact and certify 
through national authorities. Bilateral agreements would probably continue to be made with 
neighbouring rail agencies to help coordinate international activities. At present, economic 
operators that rely on ERA’s certifications need not re-apply with each Member States’ 
authorities to operate across the Member States, as currently is the case with third countries. If 
ERA ceased to exist, there would almost certainly be additional costs for rail companies that 
operate across different countries but these costs are difficult to estimate. A representative of 
the rail operators, although unable to provide quantifiable estimate argued that there are 
significant savings in not having to have rail vehicles registered in 27 Member States and these 
cost-savings would be lost in a Scenario 1 situation.   

• If EASA ceased to exist, those we consulted suggested that it is unlikely that the airline operators 
and manufacturers would seek certifications for their aircraft in every single EU Member State 
under Scenario 1. This would not make economic sense and it is unlikely that all Member States 
would maintain a separate certifying function or would have the expertise to do this.  
Certifications would be needed for the major European markets (e.g. FR, DE, ES, IT). As such, it is 
likely that a ‘non-agencies’ scenario would mean having to spend two or three times more than 
at present on certification costs in these markets. It is also possible that some countries would 
accept certifications carried out by agencies in other countries. A ‘non-agency scenario’ would 
also have an impact on the administrative costs as airline operators currently only need a 
relatively small team of typically 3-4 people to deal with EASA but at least twice this number 
would be needed if it was necessary to deal with multiple agencies.  
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• A similar situation would exist with the EMA where there would be additional costs to 
pharmaceuticals companies in a ‘non-agency’ situation but it is unlikely that companies would 
need to deal with 27 different authorities because pharmaceuticals would not seek certification 
in smaller countries where the market for their products does not justify the costs of obtaining 
approval from regulators.  

• In a ‘non-agencies’ situation, the EU’s food sector would still need risk assessments to ensure that 
food products being sold in one Member State are still considered safe when exported to other 
Member States.  This is still not always the case at present, despite the existence of EFSA. As one 
stakeholder noted, given that food products such as supplements are not risk-assessed in the 
same way across Europe this means that it is possible for an EU citizen to purchase dangerous 
supplements online from another EU Member State, which would otherwise be considered 
unsafe in his home country. In a ‘non-agencies’ situation, this problem could be made worse with 
food producers having to go through the risk assessment process and obtain regulatory 
approval from multiple regulators to sell their products in different markets.  

Source: CSES analysis of survey feedback 

3.4 Scenario 2 – The European Commission take over the agencies’ 
functions  

Scenario 2 would see some of the responsibilities of the EU agencies being transferred to their ‘parent’ DGs 
in the European Commission. The question is whether this would involve any additional costs, for example 
because of agency personnel being transferred to Brussels (an example of the costs related to relocating 
agency personnel could be the recent move of the EMA from London to Amsterdam). Alternatively, existing 
and/or new Commission staff might be used (instead of or in addition to any agency staff transferred to 
Brussels). In this case, there could again be additional costs if different grades of staff are involved. 

3.4.1  Plausibility and Potential Effects of Scenario 2 

In theory, the European Commission could reverse the process of devolving tasks to the EU agencies 
and take on at least some of these tasks itself, thereby preserving many of the benefits of an EU-level 
approach to issues that are faced in the health and safety sector. 

In the case of EASA, the Commission would not be able to take over the agency’s functions using 
existing personnel who simply do not have the required technical knowledge. Scenario 2 would 
therefore require some if not all of EASA’s personnel to be transferred to DG MOVE, which would have 
to re-create the flight safety knowledge of the agency. However, as an aviation industry representative 
argued, although this could be done, there would be considerable cost and with few benefits.  

In the case of EMA, very similar considerations apply. For ERA, Scenario 2 would not be a realistic 
scenario for reasons that one railway sector representative explained: ‘You have to have a decentralised 
agency because you need the expertise and the Commission cannot go into this level of detail.’  With 
EFSA some of those we consulted argued that Scenario 2 would mean that food risk assessments 
would stop being independent, thereby undermining their credibility. Moreover, the European 
Commission would have to train some 3,000 new risk assessors that Member States might not be 
willing to pay for.   

There was similar feedback in relation to EMSA and ECDC where there is a widespread opinion 
amongst those we consulted that the European Commission would struggle to replicate the functions 
fulfilled by the agencies and could not develop the same level of skills and understanding of issues, at 
least in the short- to medium-term.  In the case of the other agencies, such as EU-OSHA that operate 
in less highly regulated environments at the EU level, Scenario 2 is more plausible because the 
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Commission could provide an alternative platform for some of the agency’s functions, namely the 
collection, analysis and sharing of information and advice.  

In addition to the arguments concerning the lack of capacity of the European Commission to take on 
some or all of the functions currently undertaken by the EU agencies in the health and safety field, a 
further argument in relation to Scenario 2 that was articulated by many of those we consulted in that 
it could distract the Commission from its primary role of policymaking. It is argued that the creation of 
EU agencies in the health and safety field with responsibility for helping to implement EU policies 
touches on the fundamental distinction between the operational and policymaking functions at the 
EU level. Thus, while the agencies provide the information required for evidence-based policymaking, 
policymaking is and should be the preserve of the Commission and it is not prudent to mix these roles.   

3.4.2 Conclusion - Scenario 2 

Overall, the assessment suggests there is a more mixed picture with Scenario 2 than with Scenario 1.  
On the one hand, it is argued that the European Commission has neither the expertise nor experience 
to take over many of the roles currently carried out by the agencies, especially where this involves 
enforcing regulations and exercising a certification role. Moreover, there are unlikely to be any cost-
savings and some argue that Scenario 2 would simply involve re-creating the functions of the EU 
agencies in a different guise. Last but not last, Scenario 2 is widely seen as unlikely because it would 
lead to a confusion of the functions of policymaking and policy implementation.  

Specifically on the costs of Scenario 2, at present, the Commission does not have the capacity in terms 
of staff, expertise and facilities to take on all the functions of all the agencies in the health and safety 
field.  To do so would require at least the same financial resources (EUR 397 million in 2020, excluding 
costs that are covered by revenue from non-grant sources) to be switched from the seven EU agencies 
to the respective parent Commission DGs. Whilst this could of course be done if the EU agencies in 
question ceased to exist, the process would take several years to complete and almost certainly involve 
additional costs (e.g. from the need to use more expensive personnel and/or the relocation of agency 
staff, retraining and other capacity-building activities).  

The following chart summarises the survey feedback on the question of the costs associated with 
Scenarios 1 and 2. As can be seen, if the existing EU regulatory framework remained in place, just over 
a third of the respondents (35%) would face additional costs in a ‘non-agencies’ situation. However, if 
a ‘non-agencies’ situation led to a fragmentation of the EU regulatory framework, then the proportion 
of respondents facing additional costs would almost double (to 61%). These findings apply mostly to 
the EU agencies with regulatory functions, which is reflected in the quite high proportion of ‘no’ and 
‘don’t know’ responses.  
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Figure 3.4: In relation to Scenarios 1 and 2 for the EU agency, would there be any additional 
costs to your organisation if: (a) the existing EU regulatory framework remained in place; or (b) 
the existing EU regulatory framework did not remain in place? 

 
Source: CSES analysis of survey results (126 responses) 

 

3.5 Scenario 3 - Combination of Scenarios 2 and 3  
It is possible that the European Commission could take over some functions while other agencies’ functions 
would be assumed by national authorities. Scenario 3 therefore combines Scenarios 1 and 2. The precise 
reallocation of functions in a ‘non-agency’ situation would vary from one EU agency to another.  

3.5.1 Plausibility and Potential Effects of Scenario 3 

As noted earlier, according to the interview feedback and survey, Scenario 3 is the most likely scenario 
to come about in a ‘non-agency’ situation.    

Thus, in the case of EASA, one of those we interviewed (a civil aviation authority) argued that the most 
likely ‘non-agencies’ outcome would be that the regulation, certification and oversight of airports and 
civil aviation would fall back on Member States. At the same time, activities such as establishing 
sustainability standards and supporting new mobility technologies would continue to be undertaken 
at the EU level, possibly by the Commission.  However, another interviewee (an industry representative) 
suggested that Scenario 3 could lead to a divergence and disconnect between the policymaking 
performed by DG MOVE and the more operational airworthiness activities performed by the national 
authorities, with a consequent degradation of harmonised rulemaking.  

Similarly, in the case of EMA, the research suggests that that although some of the agency’s functions 
could be taken by the European Commission (see earlier), in a Scenario 3 situation, national authorities 
would almost certainly continue to have a key role in helping to certify new products and to enforce 
the EU regulatory framework. Scenario 3 was also found this to be the most likely ‘non-agencies’ 
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situation for the ERA with the research suggesting that the European Commission would need to take 
on some of the functions of the agency given that nature of the work being carried out at the EU level 
while Member States’ authorities would continue to perform most certification activities, as they have 
indeed done since the creation of the agency.  In the case of EMSA, almost all those we interviewed 
also saw Scenario 3 as the most likely scenario.  Member States would be required to perform many of 
the operational tasks of EMSA on a country-by-country basis with some EU-wide cooperation and 
sharing of information, while the European Commission might take on other functions such as the 
verification of the implementation of EU maritime safety legislation by Member States. 

With EU-OSHA, a Scenario 3 situation would amount in some ways to reverting back to the 
arrangements that existed before the creation of the agency when the Commission carried out some 
functions through contractors (such as information and awareness campaigns or publications of 
documents on risk assessment) and other functions were performed by the respective national health 
and safety agencies. However, it was argued by a number of those spoke to that some Member States 
(e.g. in Central and Eastern Europe) might struggle to fulfil many tasks on their own given that they 
have tended to rely heavily on EU-OSHA rather than their own national agencies (which in some 
countries, for example Hungary) do not exist.  

In the case of the ECDC, it was argued that the main functions could be replicated at the Member State 
level where there are already national agencies with the Commission playing a role in the coordination, 
collation and analysis of epidemiological data and other similar functions. Similarly, if EFSA ceased to 
exist, the tasks currently being carried out by the agency might not all return to the Member States but 
rather to the Commission. More particularly, it could be that only some of the scientific risk assessment 
work would be transferred to the Member States with policy-related activities being undertaken at the 
EU level. 

Earlier in Section 3 we argued that many functions undertaken by the EU agencies in the health and 
safety cluster involve EU-level information sharing and networking that could not be easily (if at all) 
replicated on an EU-wide basis by national agencies on their own. Many aspects of the added value of 
the EU agencies, including EU-level information sharing and networking have non-quantifiable 
benefits which are nevertheless of great importance to stakeholders (see below) 

3.5.2 Conclusions - Scenario 3 

Overall, the assessment of Scenario 3 suggests that this is the most likely situation to arise in a ‘non-
agencies’ situation. In essence, the Commission would be likely to take over some functions, especially 
where these involve an EU-wide regulatory role and providing a platform for sharing information while 
existing but perhaps some new national agencies would undertake other functions previously handled 
by the EU agencies in relation to the EU Member States. 

There would, however, be negative consequences there would be negative effects for European Commission 
and national policymakers if the comparative data on health and safety trends, and other information, 
ceased to be available because of a ‘non-agencies’ scenario coming about.  The capacity to coordinate 
actions across the EU and to respond quickly to crises in the health and safety field could also be reduced. 

3.6 Quantification of the Costs of non-Agencies 
Quantification of the costs of ‘non-agencies’ involves estimating the costs to the European Commission 
and EU Member States if the seven agencies ceased to exist.  
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3.6.1  Estimating the ‘Costs of Non-agencies’ 

As noted earlier, in 2019, the cost of operating the seven agencies was a combined EUR 887 million p.a..  
However, the cost to the EU’s budget was lower than this (EUR 397 million p.a.) because some of the 
revenue (around 27%) required to cover the cost of operating the seven agencies came from fees and 
charges. 

Bearing this in mind, there could be a theoretical saving of EUR 397 million p.a. to the EU budget (and 
indirectly therefore to the Member States) from not having to provide grants to cover the operating 
costs of the agencies that are not met from other sources. On the other hand, as argued earlier in this 
section, national authorities might have to take on additional costs to replace services provided by the 
EU agencies (Scenario 1) or the Commission might need to do so (Scenario 2) and in both case there 
could be additional costs to the users of agency services (primarily those of EASA and EMA). 

Scenario 1: Member States’ agencies   replace the EU agencies - it is possible that Member States 
could replace the EU agencies by using existing national agencies, possibly taking on more staff to do 
so, but  the combined operating costs could still be lower than the EUR 397m p.a. for the EU agencies.  
However, the would be no net saving if the costs to European companies are also taken into account. 
This ‘non-agencies’ situation primarily applies to two of the agencies, EASA and EMA. The 2016 study 
on the ‘Cost of non-agencies with relevance to the internal market’ emphasised that it is almost 
impossible to quantify the possible ‘non-agencies’ costs to companies that operate in the civil aviation 
and medicines sectors. The 2016 study nevertheless provide an estimate of EUR 700 million p.a. in 
additional costs to companies from having to register products separately in different EU Member 
States.14  The situation has not changed fundamentally since 2016 in terms of the operations on the 
two agencies and as such we this estimate can be regarded as remaining valid.  

Scenario 2: the European Commission takes on (some) functions of the EU agencies - if the 
Commission was to take over EU agency functions, there would be some transition costs (e.g. to pay 
for the relocation of staff and/or staff redundancies in the agencies, obtaining additional office space 
in Brussels, taking on new personnel) but otherwise Scenario 2 would be largely cost-neutral. This is 
because the EUR 397 million p.a. costs of operating the agencies would simply be switched to the 
Commission.   

Scenario 3: A combination of Scenarios 1 and 2 - combining the two scenarios, we conclude that the 
would be no net savings if the seven agencies ceased to exist. Scenario 1 would mean the seven 
agencies’ costs being replicated a number of times as national agencies took over at least some of their 
functions and have to expand their capacity to do so. However, the most significant additional costs 
would be incurred by end-users of the agencies’ services these would most likely outweigh any ‘non-
agency’ savings. As argued above, Scenario 2 would be largely cost-neutral although there would be 
high one-off transition costs. Overall, it can be concluded that there would be no significant net savings 
it they ceased to exist. Box 3.5 provides examples of the feedback from the survey respondents that 
broadly supports this conclusion. 

                                                             
14   The 2016 study estimated that in the case of EASA, aviation sector companies would have to use NAAs in three EU Member 

States (in France, Germany and Italy) to certify products and that other countries would most likely accept these 
certifications for their own markets. Based on the certification costs, it was estimated that an additional EUR 300 million 
p.a. costs would be incurred by companies compared with the cost charged by EASA.  With the EMA, similar assumptions 
were made that pharmaceuticals companies would have to obtain approval from 3-4 national agencies to sell their 
products and that these certifications would be accepted in other markets. Based on the market approval costs, it was 
estimated that an additional EUR 400 million p.a. costs would be incurred by companies compared with the cost charged 
by EMA.    
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Box 3.5: Examples – Feedback on the Costs of ‘Non-Agencies’ (Quotes) 

• “The cost required for a pan-European agency will be multiplied by the number of the Member 
States (in the case of scenario no 1) and with serious question marks on the final 
achievements/results at a national level. 

• It would cost a lot in financial and human resources but it is not possible to quantify. 

• There would be no significant increase in the operating costs of the NSA, a small increase would 
be needed in the number of employees. 

• Not easy to quantify, but most likely it will be high, considering that all risk assessments related 
to horizontal issues (e.g. contaminants) and to requests (dossiers) for authorisation of products 
from food business will need to be handled at the national level. 

• ETUC and the European Trade Union Institute (ETUI) would need to allocate resources to develop 
some of the research which is produced by the agency. However, considering the limited 
resources of both organisations, neither the scope or the quality of these activities will equal nor 
fill the void of the work of EU-OSHA. 

• A similar budget scenario of EFSA will be needed to be placed in Spain. Currently we don’t have 
enough risk assessment capacities. We only have an external scientific committee that 
elaborates between 6 and 10 scientific opinions per year. 

• I assume a department in an existing national authority needs to be enforced by a new workforce 
of 20 - 30 personnel plus the necessary infrastructure = 7-8 digit price tag. 

• It would come with additional cost for the national safety authority, but for my organisation (the 
national investigative body) I don't think it would make much of a difference. Only in the event 
of incidents with cross-border influences (rolling stock or operators from other countries), we 
would have to involve the NIB from that nation rather than ERA. 

• Instead of having a unique and harmonized process (i.e. ERTMS trackside approval), we would 
have 27 with different costs and processes. 

• I can't estimate the cost. In any case, this would mean an enormous increase in the financial costs 
for our organization, including the cost of human resources. 

• It would have substantial impact on the resources required for the rulemaking process. Required 
financial and human resources would increase significantly, but the biggest issue would be to 
find properly qualified specialists for certification tasks. Taking into account the shortage of the 
highly qualified personnel, costs for outsourcing of the tasks would be a significant burden to 
our system. 

• The agency helps us save financial and human resources, especially in rule making. For example, 
in AMC and GM preparation / aircraft type certification / legal documents, TCO authorization and 
etc. We cannot give specific numbers but the benefit which we receive is very large as the Agency 
is promoting and monitoring standardized approach on the implementation of EU regulations 
in all member states.” 

Source: CSES analysis of survey feedback 

3.6.1 Non quantifiable ‘costs of non-agencies’ 
In addition to costs that can be estimated, albeit with little possibility of precise quantification, there 
are likely to be many non-quantifiable ‘costs of non-agencies’ and these are equally important.  

In the first place, the Commission and national authorities would lose access to expertise and 
information that has been developed by the agencies, harming the ability to develop effective policies 
in the health and safety field and to network and share experience. This means that a ’non-agency’ 
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scenario could, for example, harm in the long-term health and safety conditions of workers across 
Europe in the case of EU-OSHA, or harm food safety standards in the cases of EFSA and the ECDC. The 
impact of ‘non-agency’ scenarios is more difficult to quantify for the EU agencies that have a non-
regulatory, information and networking role but they effects would nevertheless be significant.  

An important question in this respect is whether the users of the EU agencies’ services could obtain the 
same information and other similar services from alternative sources if the agencies ceased to exist.  
The survey feedback on this question is quite clear, as the chart below shows.  Some examples of the 
feedback are provided in the box following the chart. 

Figure 3.5: If the EU agency did not exist, would you be able to get the same information and/or 
services from other source(s)? 

 
Source: CSES analysis of survey results (126 responses) 

 

Box 3.6: Examples – Feedback on Role of EU Agencies and Alternative Sources of 
Information/Services (Quotes) 

• “EU OSHA hosts the online risk assessment tools platform (OiRA). These tools are widely used in 
France; for example, 1 in 3 SMEs in the automobile sector use OiRA tools (source: EU OSHA). 
Finally, EU OSHA offers support for the organization of awareness-raising events on national 
territories. Thanks to the impetus of EU OSHA, we are trying to organize 1 event per year, which 
we would not do without the support of the European Agency. 

• “It would be possible to obtain information from other actors usually operating at national level 
(NSA or RUs/IMs). However, it would require much more effort and time. It is also possible not all 
countries would provide requested information. 

• The only remaining source would be the national authorities, which would not be able to have 
the same financial and scientific outputs as EFSA. 

• It is not possible to get EU-wide information and tools of this scale and independence from 
another provider. We would also lose practically all our influence in how these services are 
governed and how the information is being processed and published. 

• Each Member State has to report their incidents and railway safety. In theory one could try to 
obtain all those reports (translate them) and try to get the same overview as the ERA now 
provides. Besides being very cumbersome, it would most likely not have the same consistency 
and quality. 
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• The risk assessment reports made by EFSA are very useful for our daily work. They help to take 
risk management measures at EU and national level. In the light of EFSA reports the European 
Commission with the collaboration of MS, adopt measures of risk management, like developing 
new regulations, that help Member States to protect the public health.  

• The benefit that the ERA provides refers mainly to the creation of a forum where all countries 
together can discuss how to harmonize criteria … We have a strong cooperation. We exist as ERA 
exists. We are complementary ….The agency has helped the industry to enable railway 
interoperability, which directly helps our business as we operate in 18 countries. 

• EMSA greatly supports our work in implementing the EU legislative framework through 
workshops, training opportunities and inspections. EMSA also provides valuable EU-level data 
on a range of topics that would be difficult for us to obtain through other means. Additionally, 
EMSA delivers substantial, high quality studies that form the basis for regulating maritime safety, 
security and environmental issues on a European level. 

• ECDC Risk Assessments and other technical analyses are of great value in supporting decision 
making at national level.” 

Source: CSES analysis of survey feedback 

 

More generally, the research highlights many examples of the non-financial costs of ‘non-agencies’ in 
the health and safety cluster.  

Thus, EASA’s certification role is seen as highly beneficial to the aviation sector and constitutes a 
‘badge of honour’ that makes it easier to obtain certifications in other geographies such as the US and 
Japan. Therefore, if EASA ceased to exist it would represent a loss to the EU’s aerospace industry and 
its ability to compete effectively in the global economy. An international civil aviation association 
pointed out to us that a strong regulatory power at the EU level prevents a ‘race to the bottom’ and 
creates level playing field in the aerospace sector. Moreover, no EU national authority is capable of 
certifying the entirety of a commercial plane on its own (this led to the creation of the Joint Aviation 
Authority which prevented manufacturers from having to produce several prototypes for several 
national authorities, as was necessary with Concorde). A substantial duplication of work would occur 
in terms of regulatory work. From an airline operation perspective, the lack of mutual recognition of 
flight crew licenses and medical certificates would mean that the free flow of labour across Member 
States in the aviation sector would be compromised – with effects on the broader integrity of the EU 
market. 

The research suggests that smaller EU Member States would be most negatively affected by’ non-
agency’ scenarios in the case of EMA. In the interviews, it was argued that because of the costs of 
certification, most pharmaceutical companies would avoid seeking certification in small countries and 
would focus instead on the largest 5-6 EU national markets which account for which most of their EU 
market share. The impact of this would be that citizens in some countries might have less access to 
critical medicines that are currently made available EU-wide through the EMA’s centralised certification 
procedure. Another interviewee highlighted how the EMA had helped prevent shortages of essential 
medicines (e.g. Midazolam which is needed during the intubation of ICU patients) in their country, 
demonstrating how the agency helps Member States to develop the sustainability of their health 
systems.  EMA has also helped prevent a ‘scourge of counterfeit medicines’ which constitute up to 30% 
of all medicines on the market in some countries. Also, as with EASA, the EMA is seen as helping to 
maintain the EU’s regulatory position in global discussions about medicines regulations against 
competing agencies such as the FDA in the US. The existence of a well-respected EMA certification 
process had made it easier for European companies to obtain certifications in third countries.  
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In the case of ERA, the effect of halting the harmonisation and interoperability process that has been 
developed across the EU would have negative (but unquantifiable) effects. Indeed, compared with the 
several thousand different rules and standards applied across the EU before ERA was established, there 
are now far fewer (approximately 900). As with other EU agencies in the health and safety field, national 
authorities would lose a forum in which they can share ideas and experience with other Member States 
in dealing with common issues. For the rail industry, according to one sector representative, a ‘non-
agencies’ situation would constitute a return to the 1980s and would reduce the competitiveness of 
rail transport compared with alternatives such as road haulage. The likely consequence would be 
increased CO2 emission and thereby make it more difficult for the EU to achieve some of its green 
economy ambitions.  

In the case of the ECDC, EU-wide epidemiological data would not be available to Member States which 
would adversely affect their capacity to detect and combat diseases. In a related field, for EFSA a ‘non-
agencies’ situation would have particularly negative impacts on Member States that have weaker food 
safety infrastructures and rely more extensively on the expertise of the agency. One national authority 
explained that in some countries, food safety authorities are prone can be influenced by political 
considerations instead of science. EFSA has also become a leading agency globally on food safety, 
allowing it to influence the formulation of global standards. This influence would also be likely to be 
lost in the case of a ‘non-agency’ scenario.  

EU-OSHA is a good example of where a ‘non-agencies’ scenario would lead to Member States losing 
access to information on occupational safety and health in terms of legislation, research, facts and 
figures, good practices and advice to countries on how to deal with workplace health and safety issues.  
Countries that are most likely to lose out if EU-OSHA ceased to exist are the Member States where 
health and safety conditions are weaker and workers thus more vulnerable, and this could lead to a 
widening of disparities in working conditions across the EU.  

Another important consideration beyond the direct financial and non-financial costs of a ‘non-
agencies’ scenario is whether there would be a wider impact beyond the key stakeholders – the 
Commission, national authorities and private sector end-users. The survey feedback suggests that this 
would be the case with networking, access to data, good practices, etc, and awareness of health and 
safety issues all suffering. As can be seen from the chart below, most survey respondents considered 
that there would be a quite definite impact on other stakeholder groups outside of their organisations.  
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Figure 3.6: Would the ‘non-agencies’ scenarios for the EU agency have an impact on other 
stakeholder groups outside of your organization such as sector bodies, companies, 
consumers? 

 

 

3.7 Brexit as a ‘Real-Life’ Simulation of the ‘Costs of Non-Agencies’ 
Brexit is in many ways a real-life simulation of Scenario 1. That said, the Brexit transition period only 
came to an end at the beginning of 2021 and so its full effects will not be apparent for some time. 
Nevertheless, some useful insights can be obtained from the British experience.  

Although not originally planned as part of the research, the interview programme included several UK 
former members of the Management Boards of EU agencies in the health and safety cluster. Both were 
senior representatives of the UK agencies in their respective fields. Given the political sensitivities 
around Brexit, many UK agencies turned down our request for an interview. Further feedback came 
from business representatives elsewhere in Europe who described the effects of Brexit on their sectors.  

 

Box 3.7: Brexit – a ‘Real-Life’ simulation of the ‘Costs of Non-Agencies’ 

• The UK has a well-developed set of agencies in the health and safety field and they are therefore 
well-placed to continue to function without being members of the respective EU agencies. In 
some cases, it was argued that the EU agencies would lose out far more than the UK agencies 
from Brexit because of the UK’s scientific and other expertise and experience. 

• Moreover, the UK already had a strong national regulatory framework in place that could 
operate more or less as it had done in the past without having to build new structures and 
entities. However, the UK agencies are expected to incur additional costs from their withdrawal 
from the EU agency network because of the need to recruit additional staff to take on roles that 
were previously undertaken by EU agencies. These costs are, however, very difficult to quantify 
at this stage. It was also recognised that there would be a loss to the UK agencies in terms of 
access to information, good practices and other forms of networking, and reduced cooperation 
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channels between the UK and EU agencies could hamper cooperation and the ability to tackle 
joint issues.  

• National authorities in the UK argue that the most adverse effects from Brexit could be 
mitigated by signing specific agreements in some areas, granting a degree of equivalence 
within the EU-UK Trade and Cooperation agreement framework.  

• However, the long-term repercussions of Brexit in terms of cooperation with the EU in the health 
and safety field, and the effects of possible future regulatory divergences between the UK and 
the EU are unknown at this stage but likely to add to the costs of the EU agencies and their 
clients. The impact on key business sectors in also unclear at this stage. However, a UK-based 
airline had to move its administrative headquarters to the EU to continue respecting EASA 
guidelines. In addition, some businesses in the health and safety field have already incurred 
parallel fees for some products as a result of Brexit, and some have had to employ additional 
staff to deal specifically with UK regulations and agency interfaces. 
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4 CONCLUSIONS & POSSIBLE IMPLICATIONS  
Below we summarise the overall conclusions of the research on the ‘cost of non-agencies’ in the health 
and safety cluster and highlight some possible implications. 

Overall, it is clear from the research that the EU agencies in the health and safety field demonstrate 
strong European added value and that this is widely recognised by Member States and other 
stakeholders including business.  

4.1 Role in Preventing or Reducing the Effects of Crises 
The EU agencies in the health and safety cluster have played an important role in helping to mitigate 
the effects of past crises, either by supporting preventative actions or, after a crisis or incident, by 
producing information to help understand their nature and consequences so lessons can be learnt 
from experience. The specific examples highlighted in this section involving actions taken by EASA, 
ECDC, EMA, EFSA and EMSA support this conclusion. The extent to which the agencies have prevented 
crises and incidents is of course difficult to determine with any degree of certainty: the fact that crises 
and incidents have not occurred could be evidence of the role played by the agencies but it is not 
possible to say what would have happened in a counter-factual situation.  

Turning to the COVID-19, the EU agencies in the health and safety cluster have played an important 
role in the pandemic, albeit in different ways.  Helping to tackle the COVID-19 pandemic has been a 
high priority for all the agencies and our assessment suggests that they have been quick to react to the 
crisis.  While some of the EU agencies (ECDC, EMA) have been directly involved in tackling the virus 
through their activities in COVID-19 monitoring and the approval of vaccines, in other cases the 
agencies in this cluster have played a more limited role in helping to contain the spread of the 
pandemic by producing guidance on reducing the risks of contracting the virus and coordinating 
measures in particular sectors (EASA, EU-OSHA, EMSA, and ERA). Examples in this latter category 
include EASA’s COVID-19 Aviation Health Safety Protocol, EFSA’s statements on risk of contracting 
COVID-19 through food,  EMSA’s Reports on COVID-19 impact on shipping, ERA’s COVID-19 rail 
protocol, and EU-OSHA’s ‘COVID-19: Guidance for the workplace’. 

4.2 Cost of Non-Agencies in the Health and Safety Cluster 
Three main scenarios have been examined and the conclusions and summarised below. In summary, it 
is very unlikely that any of the scenarios could be achieved at a lower cost than the EUR 397 million to 
the EU budget that is currently required to support the 7 EU agencies in the health and safety cluster. 
This is certainly the case if in addition to the costs to the Member States, the costs of ‘non-agencies’ 
scenarios to Europe’s businesses is also taken into account. Moreover, in addition to the financial 
implications of a ‘non-agencies’ situation, there would also be significant non-financial effects of a 
mostly negative nature.  

Below we summarise the assessment. The study suggests that Scenario 3 is the most likely to come 
about if the seven EU agencies ceased to exist.  

Scenario 0 - Status quo 

The study estimates that taken altogether, if all seven EU agencies ceased to exist, then the theoretical 
net saving to EU Member States would be EUR 397.4 million p.a. based on 2020 data.  

The EU agencies covered by this study are mostly providing services to public authorities because 
health and safety is a public policy matter. As such, it is not surprising that the level of public subsidy 
(via the EU budget) is relatively high.  For comparison purposes, the 2015 ‘Cost of Non-Agencies with 
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Relevance to the Internal Market’ study estimated that the seven agencies covered by that research 
derived only 7.6% of their funding from the EU budget compare with the 74% for the health and safety 
agencies. 

Scenario 1 - Member States take over the EU agencies’ functions 

Overall, the assessment of Scenario 1 that although in some cases (EMSA, EMA, ERA), the work 
undertaken by EU agencies could be taken over by national authorities, there would be detrimental 
effects in terms of efficiency and effectiveness. Similarly, some countries without national capabilities 
could be obliged to depend on others to help regulate major sectors of their economies. More 
generally, it would be impossible to replicate many of the benefits to Member States that come about 
through a common approach to issues and sharing of information at the EU level. 

Scenario 1 could entail additional costs for national authorities which would need to invest in 
developing new capabilities which for some smaller Member States could mean building up 
capabilities almost from scratch. Moreover, this would be very challenging for national authorities that 
over the years have become very reliant on the EU agencies.  Significant costs could, however, arise in 
a Scenario 1 ‘non-agency’ situation for the end-users of several agencies if it became necessary for 
companies to obtain approval to sell products and services from potentially up to 27 different national 
authorities. In reality, however, it is unlikely that companies would have to obtain certification in all 
EU27 countries. 

Scenario 2 - European Commission takes over the EU agencies’ functions 

Overall, the assessment suggests there is a more mixed picture with Scenario 2 than with Scenario 1.  
On the one hand, it is argued that the European Commission has neither the expertise nor experience 
to take over many of the roles currently carried out by the agencies, especially where this involves 
enforcing regulations and exercising a certification role. Moreover, there are unlikely to be any cost-
savings and some argue that Scenario 2 would simply involve re-creating the functions of the EU 
agencies in a different guise. Last but not last, Scenario 2 is widely seen as unlikely because it would 
lead to a confusion of the functions of policymaking and policy implementation. 

Scenario 3 – Combination of Scenarios 1 and 2 

Overall, the assessment of Scenario 3 suggests that this is the most likely situation to arise in a ‘non-
agencies’ situation. In essence, the Commission would be likely to take over some functions, especially 
where these involve an EU-wide regulatory role while existing but perhaps some new national agencies 
undertake other functions (e.g. research, analysis of health and safety data, guidance) previously 
handled by the EU agencies.  

As noted in relation to Scenario 1, there could be additional costs to Member States if they have to 
expand the roles of national agencies and retrain staff, but the most significant implications would be 
for end-users if it is necessary to certify products and services in a number of countries rather than once 
through an EU agency. A non-agency scenario could potentially lead to some companies deciding not 
to sell products and services in some countries because of their small size. This situation could be 
avoided if certain national agencies acted on behalf of others. There would also be negative effects if 
the other EU agencies in the health and safety cluster with a non-regulatory, information and 
networking role ceased to exist.  

National authorities would lose access to expertise and information that has been developed by the 
agencies, harming the ability of Member States to develop effective policies in the health and safety 
field and to learn from each other. This means that a ’non-agency’ scenario could, for example, harm in 
the long-term health and safety conditions of workers across Europe in the case of EU-OSHA, or harm 
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food safety standards in the cases of EFSA and the ECDC. The impact of ‘non-agency’ scenarios is more 
difficult to quantify for the EU agencies that have a non-regulatory, information and networking role 
but they effects would nevertheless be significant.  

Last but not least, there would be negative effects for European Commission and possibly national 
policymakers if the comparative data on health and safety trends, and other information, ceased to be 
available because of a ‘non-agencies’ scenario coming about.  The capacity to coordinate actions across 
the EU and to respond quickly to crises in the health and safety field could also be reduced. 

A summary of the cost of non-agencies assessment is provided below in Table 4.1.  

Table 4.1: Summary – Cost of Non-Agencies Assessment 

Scenario EU Regulatory 
framework 

No EU Regulatory 
framework 

Cost of non-agencies 

0 – Status quo No change from the 
present situation.  

Not applicable The net cost to the EU 
budget of the 7 agencies is 
EUR 397m p.a. and this is the 
amount that could 
theoretically be saved if 
they ceased to exist 

1 – Member States’ 
agencies   

replace the EU 
agencies 

National agencies could 
take over some EU 
agency functions but 
efficiency gains at the EU 
level would be lost along 
with the benefits of 
sharing information and 
networking.  Smaller 
Member States could be 
more adversely impacted 
by Scenario 1 than larger 
ones.  

There could be a situation 
where the EU27 each 
operate different 
regulatory systems. 
Fragmentation could be 
reduced if one or more MS 
agency provided services 
to other countries but they 
would have no say in the 
regulations. 

It is possible that Member 
States could replace the EU 
agencies by using existing 
national agencies in which 
case the combined costs 
could be lower than the EUR 
397m p.a. However, the 
would be no net saving if 
the costs to European 
companies is also taken into 
account especially if the EU 
regulatory framework 
fragments.  

2 – European 
Commission 

replaces 
agencies 

The Commission would 
have to take on extra 
personnel to handle the 
tasks of EU agencies and 
there could be negative 
effects from combining 
operational and 
policymaking functions,  

In this situation, the role of 
the Commission would be 
reduced to coordinating 
the sharing and analysis of 
information and 
networking.  

There would be no net 
saving and the use of 
Commission personnel 
and/or transfer of agency 
staff would be more costly 
than Scenario 0.  

3 – Combination of 
Scenarios 1 and 

2 

This is the most likely ‘non-agencies’ scenario and 
combines the aspects outlined above for Scenarios 1 
and 2.  

A combination of Scenarios 
1 and 2 is still likely to be 
more costly that Scenario 0. 
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4.3 Possible Implications  
There are a number of possible recommendations arising from this research, summarised below. 

Box 4.1: Possible Recommendations  

• EU agencies in the health and safety cluster have worked closely in the COVID-19 pandemic. 
If not already planned, there should be an exercise to share experience with regard to their 
response to the COVID-19 pandemic. Lessons could be learnt that could increase effectiveness 
in helping to tackle future crises. 

• Consideration should be given to developing a mechanism for quickly boosting the resources 
available to EU agencies to deal with major crises and incidents that affect the EU as a whole. 
The relatively inflexible nature of the EU budget makes it difficult for agencies to deploy the 
additional resources needed to cope with crises and incidents. 

• Looking ahead, there is a case for encouraging ongoing networking between the EU agencies 
in the health and safety cluster to strengthen foresight capacity and to help identify common 
health and safety challenges that lie in the future.  

• There is a case for ‘cost of non-agencies’ research to be extended to other EU agencies and 
policy domains not covered by the 2016 study on EU agencies with relevance to the Single 
Market or the current study on the health and safety cluster. 
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APPENDIX B:  SUMMARY MATRIX - AGENCY COSTS, STAFF, STAKEHOLDERS AND REGULATORY 
FRAMEWORK 

European Agencies Number of agency staff Operating 
Costs (EUR) Sources of 

revenue (%) 
Key Stakeholders EU 

Regulatory 
framework 

 (a) (b) Total  EU 
Grant 

Other 
Sources 

Commission 
Parent DG 

National Pubic National Private / other  

European Aviation 
Safety Agency 

(EASA) 

226  

TA 

89 CA + 
17 experts 

332 €186,820,000 21.94% 78.06% DG MOVE ● Ministries of Transport 
● Civil Aviation authorities   

● Airlines 
● Manufacturers of aircraft parts 

and appliances 
● Air Traffic Management / 

Navigation service providers 
● Airport operators 

High 

European Centre 
for Disease 

Prevention and 
Control (ECDC) 

120 
TA 

5 CA 125 €64,190,000 92% 8%  DG SANTE ● National health ministries 
/ Agencies 

● National Public Health 
institutes 
Scientific institutes 

● Health workers representatives 
● Private Health industry 
● Pharmaceutical industry 

National Public Health 
Associations 

 

Medium 

European Food 
Safety Authority 

(EFSA) 

320 
TA 

131 CA + 16 
experts 

467 €118,600,000 97.4% 2.6% DG SANTE ● National food safety 
authorities 

● Ministries of Agriculture 
● Universities and scientific 

research institutions 
 

● European Parliament ENVI 
Committee 

● Consumer organizations 
● Environmental and health-

related NGOs  
● Associations of businesses 

involved in the food industry 
● Practitioners’ associations (e.g., 

doctors, nurses, pharmacists). 
● Associations of farmers, 

fishermen, and horticulturalists 

High 
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European Agencies Number of agency staff Operating 
Costs (EUR) Sources of 

revenue (%) 
Key Stakeholders EU 

Regulatory 
framework 

 (a) (b) Total  EU 
Grant 

Other 
Sources 

Commission 
Parent DG 

National Pubic National Private / other  

European 
Medicines Agency 

(EMA) 

583 TA 204 CA + 
31 experts 

818 €385,919,000 14.36% 85.64 DG SANTE ● National health ministries 
● Universities and scientific 

research institutions 
 

● Consumer groups 
● Patients’ associations (cancer, 

heart, etc.) 
● Healthcare professionals 
● Associations of pharmaceutical 

companies 
● Health technology assessment 

(HTA) bodies 

High 

European 
Maritime Safety 
Agency (EMSA) 

212 
TA 

33 CA + 
18 experts 

263 €85,179,015 96.7% 3.3% DG MOVE ● Transportation ministries 
● Maritime agencies 
● Coast guard, Navy 

 

● Port authorities 
● Shipping companies 
● Shipbuilders 
● Ferry companies 
● Cruise operators 

Medium 

European Railway 
Agency (ERA) 

148 
TA 

57 CA 205 €30,226,822 96% 4%  DG MOVE ● National Safety 
Authorities 

● Ministries of Transport 
● National Investigation 

Authorities 
 

● Railway and Infrastructure 
companies 

● Freight operators 
● Notified bodies 
● Accredited Laboratories 
● Producers of railway products 
● European Standardisation 

Organisations  

Low 

European Agency 
for Health & Safety 

at Work (EU-OS 

40 TA  25 CA 65 €16,058,100 99.37% 0.63% DG EMPL ● Ministries of 
Employment, Health: 
Health & safety agencies  

● Workers and employers’ 
representatives, NGOs 

● Universities and research 
institutes 

● SMEs 
● Large enterprises 
● Statutory Insurance 

Organisations 

Medium? 
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The Analytical Study suggests that the seven EU agencies in the health and safety field demonstrate 
strong European added value and that this is widely recognised by Member States and other 
stakeholders including business. The agencies have played an important role in the COVID-19 
pandemic. More generally. the study concludes that the cost of ‘non-agencies’, i.e. a situation where 
the agencies ceased to exist, would be higher to the European Commission, national authorities and 
business than the current cost of the seven agencies  to the EU budget. 
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