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In May 2015, the European Commission published its new Better Regulation Guidelines, as part of its Better 
Regulation Package. They are intended for the internal use of the Commission's services, and replace the 
previous Commission Impact Assessment (IA) Guidelines of 2009. The overall focus of the new Guidelines is 
on the result of Better Regulation, rather than the specific tool of impact assessment. Consequently, the 
Guidelines now also cover several other topics related to the successive stages of the policy cycle, such as 
the planning and preparation of proposals, their implementation, transposition, monitoring, evaluation, 
and the processes of undertaking 'fitness checks' and stakeholder consultation.  
 
Generally speaking, the Commission's new Guidelines appear to be more prescriptive in nature than their 
predecessors, containing 'mandatory requirements and obligations for each step in the policy cycle' (p. 4). 
As far as the specific approach to ex-ante IA is concerned, there is considerable continuity with the previous 
Guidelines. As before, the basic premise is that impact assessment is a tool to support political decision-
making, not a substitute for it, and that it should involve the assessment of the potentially significant 
economic, environmental or social impacts of proposed Union legislation. The average length of the entire 
ex-ante IA process within the Commission also remains unchanged, at approximately one year. However, 
the new Guidelines are broader in scope than the previous ones, providing more standardised guidance on 
how impacts should be assessed and presented throughout the entire policy cycle, from inception1 through 
to implementation and evaluation. They also appear to be more user-friendly in presentation.  
 
There is now one set of guidelines and one accompanying 'Toolbox', the latter containing 59 'tools' offering 
additional practical advice for Commission services involved in policy formulation and assessment. This 
includes a number of tools addressing the identification of certain specific impacts including, among others, 
innovation and competitiveness, SMEs, external trade and investment, the digital economy, fundamental 
rights, employment and working conditions; education, culture and youth; health, consumer protection, 
developing countries, and resource efficiency2. 
 
This briefing note seeks to provide a short overview of some of the main changes introduced by the new 
Guidelines in the ex-ante impact assessment process. It does so both from a general point of view and then 
with regard to the formal presentation of the IA Report accompanying every legislative initiative subject to 

                                                           
1 Whenever an IA is planned, the process now starts with what is called an ‘Inception Impact Assessment’. This goes further than 
the traditional normal Roadmap. It provides a description of the problem, objectives and possible policy options, as well as a 
preliminary consideration of relevant impacts and an overview of the various stages foreseen in the development of the initiative, 
including IA work and stakeholder consultation. 
2 See especially Tools 17 to 32. 

http://ec.europa.eu/smart-regulation/guidelines/toc_guide_en.htm
http://ec.europa.eu/smart-regulation/better_regulation/key_docs_en.htm
http://ec.europa.eu/smart-regulation/better_regulation/key_docs_en.htm
http://ec.europa.eu/smart-regulation/guidelines/toc_tool_en.htm
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ex-ante impact assessment. Unless otherwise stated, references are to the Better Regulation Guidelines 
and Toolbox. 
 
Procedural changes within the Commission 
The new Guidelines appear to increase the procedural coherence of the Commission’s impact assessment 
process, with more consistency and clarity in applying an approach defined at the centre. This involves 
strengthening the role of the Secretariat-General of the Commission generally, and a reinforcement of the 
role of the Regulatory Scrutiny Board towards the end of the process.  
 
At the planning stage, work 'may only start and the necessary resources [be] attributed if an initiative has 
received political validation at the appropriate level' (p. 11). For important initiatives, the Secretariat-
General will now chair the corresponding Impact Assessment Steering Group established for each IA, which 
is made up of representatives of the various Directorates-General involved (previously it was chaired by 
one or other DG). The remit of the Steering Group itself has been strengthened, to encompass commenting 
on changes to the IA report to take on board the Regulatory Scrutiny Board opinion (p. 17; Tool no. 4). All 
members of the Regulatory Scrutiny Board, which replaces the Commission's previous IA Board, are now 
attached to the Secretariat-General of the Commission, whereas before, all members retained a stronger 
link with their DG of origin. Finally, it is now more clearly enshrined as a basic principle that the positive 
opinion of the Board regarding the quality of the IA report is necessary for any initiative to go ahead.  
 
Revised format of Commission impact assessments 
The Commission's new Better Regulation Guidelines also introduce a new structure for the Impact 
Assessment report3. Although the approach to IA remains broad and holistic, certain additional elements 
are singled out in the new Guidelines and must now always be included in the final IA Report. These 
explicitly include impacts on SMEs and on competitiveness, a clear description of who will be affected by 
the initiative and how, and a detailed description of the consultation strategy and the results obtained from 
it. In particular, increased attention is afforded to consultation of stakeholders, with 23 pages devoted to 
the subject within the Better Regulation Guidelines, as opposed to just three pages in the old IA Guidelines. 
 
From 2016 onwards, IA reports will comprise seven sections, all phrased as direct questions, and four 
compulsory annexes, as reflected in the following headings: 
 
1. What is the problem and why is it a problem? 
The two main changes, compared to the previous guidelines, are that behavioural economics and risk 
analysis are strengthened. Behavioural biases are more clearly presented as a possible cause of problems 
(p. 20). This approach shapes other analytical steps as well. Risk assessment and management becomes a 
central theme of impact assessment, starting from the identification of the problem (p. 20 and Tool no. 12). 
Otherwise, the considerable focus given to market failures and regulatory failures as causes of problems is 
unchanged. Similarly, the need to achieve equity or social objectives is still recognised as acceptable 
grounds for intervention. 
 
2. Why should the EU act? 
Subsidiarity is singled out more clearly as a self-standing issue, separate to problem-definition, to which it 
was previously attached. It now becomes a dedicated section in the IA report. Guidance on this topic is 

                                                           
3 This is the document prepared by the Commission as a result of the ex-ante impact assessment process and which must 
accompany any initiative subject to impact assessment. 



3 

somewhat expanded, although the Commission recognises that assessing subsidiarity 'necessarily involves 
elements of political judgement' (pp. 20-21), which may not lend itself well to clear-cut prescriptions. 
 
3. What should be achieved? 
As before, the Commission says that the objectives of a proposal should be 'SMART', meaning specific, 
measurable, achievable, relevant and time-bound. A seemingly minor change is that operational objectives 
are now to be presented more clearly as 'option-specific' and 'should not, therefore, be reported in the 
same place in the IA Report as the general and specific objectives, but rather in the section referring to the 
preferred policy option and in relation to monitoring and evaluation' (Tool no. 13). Although the approach 
remains the same as in the previous guidelines, the distinction is a useful one given that this issue has often 
caused confusion in the past. 
 
4. What are the various options to achieve the objectives?  
The new Guidelines contain a strong call, when designing policy options, to always consider several 
alternatives. This is consistent with the acknowledgment that, when badly done, this component of an IA 
Report 'tends to be the most criticised and significantly undermines the credibility of the whole exercise 
and its usefulness for political decision-making' (p. 23). Alternatives to be considered include action at 
national and international level, options for improving implementation and enforcement, options which are 
'digital and internet ready', alternative policy approaches and an alternative scope. Alternative policy 
instruments include non-regulatory ones, with further guidance being provided on self-regulation and co-
regulation. A novelty is the explicit focus on market-based instruments (MBI), which include 'taxes, charges, 
fees, fines, penalties, liability and compensation schemes, subsidies and incentives, deposit-refund systems, 
labelling schemes and tradable permit schemes' (Tool no. 15, p. 93). Finally, the Guidelines further specify 
the existing requirement to always include international standards among the options to be considered (p. 23 
and Tools no. 14 and 15).  
 
5. What are the impacts of the different policy options and who will be affected?  
Certain elements are singled out in the new Guidelines and must always be included in the final IA Report. 
These explicitly include impacts on SMEs and on competitiveness. Moreover, consideration of the effects 
on competition, ICT (Information and Communications Technology), and developing countries has been 
substantially developed, compared to the previous Guidelines. Impacts on competition now have a specific 
tool, based on the OECD Competition Assessment Toolkit (Tool no. 20), whereas previously they were only 
briefly mentioned alongside impacts on the internal market. Similarly, 'digital screening' is now introduced 
(p. 22), together with a tool (no. 23) to assess impacts on the digital economy and society - considerations 
which were virtually absent before. Impacts on developing countries are granted seven pages of guidance 
(Tool no. 30), whereas previously they were mentioned in only a few lines. Conversely, some impacts are 
afforded less physical space in the new Guidelines than in the past. This applies, for instance, to social 
impacts and territorial impacts. However, the level of guidance provided on these dimensions would still 
seem to be sufficient to ensure that they are analysed satisfactorily, and they appear to retain a similar 
level of importance as before. 
 
The new Guidelines open by stating that the 'European Commission is determined to ensure that its 
proposals meet policy goals at minimum cost and deliver maximum benefits' (p. 4). Methodologically, this 
focus on costs and benefits seems to translate into a slight preference for quantification, the Guidelines 
stating that all 'relevant impacts should be assessed quantitatively, if possible, as well as qualitatively. 
Similarly, impacts should be monetised whenever possible. … When quantitative analysis is not possible or 
proportionate, impacts should be assessed qualitatively' (p. 27). 
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6. How do the options compare?  
The main change with regard to the comparison of options is that the compliance of the options with the 
proportionality principle is presented more clearly as a fourth comparison criteria, in addition to 
effectiveness, efficiency and coherence. The coherence criterion is also more explicitly defined as 'coherence 
with the overarching objectives of EU policies' (p. 29). 
 
7. How would actual impacts be monitored and evaluated? 
The introduction of extensive monitoring- and evaluation-specific guidance is one of the principal 
developments introduced by the new Guidelines, which emphasise more strongly ex-post evaluation should 
feed into ex-ante impact assessment (and vice-versa), thus reflecting and completing the policy cycle. 
 
Four compulsory annexes 
There are now also four compulsory annexes to any IA Report produced by the Commission, covering: 
 

1. Procedural information - This was previously the first section of the IA report. In its annex form, it 
must now contain, notably, a detailed explanation in tabular form of how the IA report has been 
modified in light of the Commission’s Regulatory Scrutiny Board's recommendations. 

2. Stakeholder consultation - The inclusion of this compulsory annex is in line with the stronger focus 
afforded to consultation throughout the new Guidelines and, indeed, in the Better Regulation package 
in general. 

3. Who is affected by the initiative and how - This is a new mandatory annex, which should set out the 
practical implications of the initiative for a representative business and/or public administration and 
indicate which key obligations will have to be fulfilled and over what timescale. 

4. Analytical models used in the preparation of the impact assessment - whenever models are used, this 
dedicated annex should describe them and explain inter alia key assumptions and likely uncertainties 
in the results. 

 
Within the European Parliament, the Ex-Ante Impact Assessment Unit routinely carries out initial appraisals 
of the quality and methodological strengths and weaknesses of the Commission Impact Assessment 
Reports accompanying legislative proposals submitted to Parliament. These take into consideration the 
Commission’s own guidelines, as outlined above, as well as other quality criteria, and are submitted to the 
parliamentary committees to assist them in their work.  
 
More generally, the Conference of Committee Chairs’ Impact Assessment Handbook offers guidance to 
parliamentary committees on how to undertake ex-ante impact assessment work, and outlines the support 
available to them from the Parliament's administration in this area. 
 
 
 
 

To contact the Ex-Ante Impact Assessment Unit, please e-mail:  EPRS-ExAnteImpactAssessment@ep.europa.eu.  
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