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 Background 
 
This note seeks to provide an initial analysis of the strengths and weaknesses of the European 
Commission's Impact Assessment (IA) accompanying the proposal for a Council Regulation 
establishing a Community system for registration of carriers of radioactive materials. 
 
It is estimated that 2.5 million radioactive material packages are shipped annually across the 
EU, which represents about 2 per cent of all packages of dangerous goods. Most (nearly 90 per 
cent) of these packages contain relatively small quantities of radioactive material (IA, p. 7). 
 
The transport of radioactive materials is subject to a complex legal framework of international, 
European and national rules, some of which are legally binding, and others which are of a 
recommendatory nature. 
 
Radioactive materials are classified as Class 7 out of nine classes of dangerous goods whose 
transport is covered by the UN Recommendation on the Transport of Dangerous Goods, 
including the International Atomic Energy Agency's (IAEA) Safety Requirements No. TS-R-1, 
Regulations for the safe transport of radioactive materials, dating from 2009. IAEA Regulations 
have been incorporated into transport mode-specific regulations by specialised regional and 
international organisations. 
 
The transport provisions of the TFEU are the legal basis for Directive 2008/68/EC on the inland 
transport of dangerous goods. In addition, some rules relevant for the transport of radioactive 
materials are based on the Euratom Treaty. Particularly relevant is Council Directive 
96/29/Euratom, laying down basic safety standards for the protection of the health of workers 
and the general public against dangers arising from ionising radiation. The present proposal is 
based on Articles 31 (2) and 32 of the Euratom Treaty. 
 
On the basis of these directives, Member States require to submit certain transports of 
radioactive materials to a system of reporting (notification) and/or prior authorisation. The 
proposal aims at replacing differing national reporting and authorisation procedures by a single 
registration system. The proposal only concerns road, rail and inland waterways transport, and 
does not cover the air or sea transport of radioactive materials. 
 
The IA dates from 2011 and originally accompanied an earlier proposal (COM(2011)518) that 
was modified to include provisions on the information duties of national competent authorities 
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and implementing powers for the Commission in establishing the proposed Electronic System 
of Carrier Registration (ESCReg). 
 
 Problem definition 
 
The IA provides a clear description of the problems in need of EU intervention. 
 
According to the Commission, inspections reveal a relatively high number of non-compliant 
transport movements. Delays and denials of shipments (by carriers, ports and handling 
facilities) are of growing concern. There seem to be barriers to entry to the sector as the 
transport of radioactive materials is becoming a case for specialised large carriers and Member 
States have been reported to have established legislation that puts foreign carriers at a 
disadvantage. Delays in delivery of radioactive materials, used in hospitals for diagnosis and 
treatment, can pose risks to medical patients. Without providing more detail, the Commission 
states that the transport of radioactive materials can be 15 to 20 per cent more expensive than 
transport of other dangerous substances. These additional costs will be borne by the users and, 
eventually, by society at large. 
 
The underlying problem drivers are the complexity of the regulatory framework, differences in 
national requirements in the case of cross-border transport, the need for multiple licences and 
training sessions, high administrative costs, and a shortage of resources in the national 
Competent Authorities to check the transport of radioactive materials appropriately.  
 
 Objectives of the legislative proposal 
 
The general objectives of the proposal are to ensure and maintain adequate safety standards in 
order to protect the public and the environment during the transport of radioactive materials, 
and to aim at a European single market for services in this field. 
 
The IA identifies the specific objectives of the proposal as follows: 
 
 to guarantee the safety and health protection of citizens during the transport of radioactive 

materials in the territory of the EU; 
 to help remove obstacles to the internal market in this sector; 
 to increase transparency in legislation on transport of radioactive materials, allowing 

carriers and users to easily find the information needed and identify the authorities 
involved; 

 to create the appropriate legislative and organisational conditions to ensure delivery in time 
and in good conditions of the life-saving radioisotopes that are essential for trials and 
therapy treatments for a large number of diseases. 

 
These specific objectives are further translated into the following operational objectives: 
 
 to apply internationally accepted regulations, so as to make repetitive member-state rules 

obsolete; 
 to allow carriers to transport materials within the Community without the need for 

additional administrative procedures for registration or licences in other Member States; 
 to establish national contact points to guide carriers to the relevant information and 

authorities; 
 to abandon notification requirements for individual transport movements of radioactive 

materials - apart from fissile and high-consequence radioactive materials. 
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Although not explicitly mentioned by the Commission as an operational objective of the 
proposal, it is expected that simplification and introduction of a central registration requirement 
will help the competent bodies to make the enforcement of the rules more stringent. 
 
Following a recommendation of the Commission's IA Board, the Commission clarifies that the 
proposal has a limited scope and that 'at this stage, the scope of any new initiative will not and 
cannot interfere with rules on safety, security, safeguards, control of sources where these rules 
apply' (IA, p. 18). 
 
 Range of the options considered 
 
The Commission evaluates the following policy options, all focused on either ensuring a better 
implementation of the existing legal framework, or on complementing this with a registration 
system for carriers of radioactive materials. 
 
Baseline scenario: No policy change 
 
Option 1 - A Commission Recommendation would interpret the applicable rules of Directive 
96/29/Euratom with a view to harmonising its implementation and urging Member States to 
recognise the licences and registrations issued by other Member States. In addition, the 
Commission would set up a central website with access to the different Competent Authorities 
and the legal framework. 
 
Option 2 - A Regulation would introduce harmonised rules, such as a common registration 
system for carriers and one 'slimmed-down' procedure, with the Competent Authorities playing 
a more efficient role. The Commission would set up a secure online registration system. This is 
the preferred option. 
 
Option 3 - A new EU agency would be set up as the central Competent Authority and would 
oversee all transport of radioactive materials in the EU and issue the licences and approvals 
needed, thereby replacing existing procedures in the Member States. 
 
The Commission explains that it has excluded from further evaluation the option of solely 
relying on voluntary cooperation between Member States' Competent Authorities. Although 
the Commission fosters such initiatives, 'the pace of change initiated by this voluntary 
cooperation risks to be too slow' (IA, p. 20). 
 
 Scope of the Impact Assessment 
 
The impact assessment is centred around five groups of impacts: public sector expenses and 
fees, the impact on the regulatory framework, impacts on transport operations (barriers and 
delays), impacts on safety and the environment, and social impacts. The Commission presents a 
table comparing the expected effects of the baseline scenario and the three other retained policy 
options. 
 
The impacts outside the EU territory have been left out of the assessment as they are said to be 
'minuscule' (IA, p.21). 
 
The subsidiarity principle does not apply to this proposal, because of the exclusive nature of the 
Community's legislative powers under Chapter 3 of the Euratom Treaty. However, in the 
assessment of Option 3 (new EU agency), an important factor against this option is stated to be 
doubt about the compliance with the subsidiarity principle, in addition to 'the current 
restrained approach concerning new agencies' (IA, p. 24).  
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In view of the sensitivity of issues such as radiation, and nuclear energy in particular, the IA 
also briefly examines the political feasibility and social acceptability of the proposal. The 
Commission stresses that the proposal does not change existing rules on security, safety, third-
party liability or safeguards. 
 
 SME test / Competitiveness 
 
According to the Commission, the specific effects on SMEs are very difficult to compute, given 
the data available. They are expected to benefit in proportion to the savings, as calculated in 
part in the IA. 
 
Probably because this impact assessment predates the undertaking by the European 
Commission to conduct ‘competitiveness proofing’ for proposals with a significant effect on 
industry1, no such evaluation was undertaken. 
 
 Budgetary or public finance implications 
 
Annex 3 to the IA calculates, on the basis of their fixed costs, administrative costs for the 
competent authorities in the Member States and the potential savings. The explanatory 
memorandum to the proposal estimates the costs for the Commission of developing a 
registration system at 'roughly' 1 million euro in operational appropriations, followed by 
annual running costs of 0.18 million euro. 
 
 Quality of data, research and analysis 
 
The IA is largely based on an external study, carried out by the consultancy Ecorys Nederland 
BV in 2008.  
 
Only parts of the expected impacts (public sector expenses and impacts on the legal framework 
and on transport operations) are assessed in a quantitative, monetised manner, based on the 
calculations made by Ecorys. The Commission warns that the figures 'should be seen as a rough 
approximation because data available on the sector is scarce' (IA, p. 21). Annex 3 to the IA 
briefly presents the assumptions underlying the calculation of the costs for competent 
authorities, carriers, producers and users, inspection costs, fees and costs of denials and delays.   
 
The impacts on safety and the environment, as well as the social impacts, are presented in a 
qualitative manner, according to the Commission, 'since there is not enough detailed information 
available to present figures' (IA, p. 22). 
 
 Stakeholder consultation 
 
Both in the framework of the above-mentioned external study and during the public 
consultation that followed, the Commission seems to have broadly consulted with Competent 
Authorities, carriers, main producers of radioactive materials and users (such as hospitals and 
the European Association of Nuclear Medicine). Stakeholder views are systematically presented 
throughout the IA. 
The Commission's IA Board commented that, for the online stakeholder consultation, 
conducted from 10 December 2007 until 28 January 2008, taking into account the Christmas 
holiday, a longer consultation period would have been more appropriate. 

                                                 
1 Commission Staff Working Document ‘Operational guidance for assessing impacts on sectoral 
competitiveness within the Commission impact assessment system’, SEC (2012)91 final, January 2012.  
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 Monitoring and evaluation 
 
The Commission proposes to evaluate the effects of the Regulation in the first instance two 
years after it has entered into force, followed by evaluations at five-year intervals thereafter. 
The IA does not specify the indicators to be used in such evaluation. 
 
 Commission Impact Assessment Board 
 
The Commission's IA considered the draft impact assessment in July 2009, making 
recommendations for its improvement. These recommendations were broadly followed-up. The 
scope of the proposal and the overall legal framework were better explained, and a more 
coherent explanation of the cost/benefit analysis was given in Annex 3. However, the IA still 
does not assess the coherence of the proposal with other relevant pieces of legislation. 
 
 Coherence between the Commission's legislative proposal and IA  
 
The IA and the second Commission proposal (from 2012) appear to correspond broadly. The 
exception to the registration obligation for carriers transporting exclusively excepted packages 
(small quantities, defined in Article 2, (f)), was added in the 2012 proposal. There is no 
assessment either of the impacts of this exception or of the impact of the national contact points' 
obligation to provide information on national rules.  
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